EPA Registration Jacket 66963-8



<0 87, U.8. ENVIRONMENTAL PROTECTION AGENCY EPA Reg.

_\3““ ey, Office of Pesticide Programs Number: Date of Issuance:
é-” "c'% Biopesticides and Pollution Prevention Division
2 G (7511P) 66963-8
%‘ . g 1200 Pennsylvania Avenue NW MAY 0 6 2008

Washington, DC 204 © | Termof .
Vit por© ashington, DC 20460 Tssuance: Unconditional
NOTICE OF PESTICIDE: Name of Pesticide Product:
X__ Registration Re-registration Aloe Herbal Horse Spray
{under FIFRA, as amended)

Name and Address of Registrant (include ZIP Code):
Espree Animal Products, Inc.

P.C. Box 3650

Grapevine, TX 76051

Note: Changes in labeling differing in substance from that 'aCcépted in connection with this registration must be submitted
to and accepted by the Bivpesticides and Pollution Prevention Division prior to use of the label in commerce. In any
correspondence on this product, always refer to the above EPA registration number. -~ :

On the basis of informalion furnished by the registrant, the above named pesticide is hereby registered/reregistered under
the Federal Insecticide, Fungicide and Rodenticide Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to
protect health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of
a pesticide in accordance with the Act. The acceptance of any name in connection with the registration of a product under
this Act is not to be construed as giving the registrant a right to exclusive use of the name or to its use if it has been
covered by others,

This registration does not eliminate the need for continual reassessment of the pesticide. If the EPA determines
at any time, that additional data are required to maintain in effect an existing registration, the Agency will
require submission of such data under section 3(¢c)(2}B) of FIFRA.,

The product is registered in accordance with FIFRA section 3(c}(5) and s subject to the following terms and
conditions:

1. Submit and/or cite all data required for registration of your product under FIFRA section 3(c}(5) and
section 4 when the Agency requires all registrants of similar products to submit such data.

2. Have the label bear the identifying EPA. Registration Number - EPA Reg. No. 66963-8 - before you
release the product for shipment.

3. Submit two (2) copies of the revised final printed labeling before you release the product for shipment.
Refer to the A-79 enclosure for a further description of the final printed label.

Sipnatee of Approving Offieiak
Date:

e 77?/\524.J YVL%;(,%%* ¢ -0 57

W. Michael McDavit, Associate Director
Biopesticides and Pollution Prevention Division

EPA Form 8570-6




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20440

QFFICE OF PESTICIDES AND TOXIC SURSTANCES

CONTAINS CONFIDENTIAL BUSINESS INFORMATION
MEMORANDUM
DATE: 04/21/2008

SUBJECT: Science Review in Support of the Registration of Aloe Herbal Horse Spray.
Response to Product Chemistry Deficiencies.

EPA File Symbol. Nos.: 66963-8

Decision No.: 390433

DP Barcode: 350305

PC Codes: 011550, 321901, 046505

CAS Nos. 42822-86-6, 8000-29-1, 8000-27-9
MRIDs: 47316801

Tolerance Exemption: Nof Applicable 7 /7
FROM: Russell 8. Jones, Ph.DD., Senior Biologist /s/ 04/21/2008 / /é : %‘/

Biochemical Pesticides Branch
Biopesticides & Pollution Prevention Division (7511P)

TO: Chris Pfeifer, Regulatory Action Leader

Biochemical Pesticides Branch
Biopesticides & Pollution Prevention Division (7511P})

ACTION REQUESTED

In response to a request for additional information, the registrant has submitted additional
physical and chemical properties data for the repellent product, Aloe Herbal Horse Spray, to
fulfill conditions for registration.

RECOMMENDATIONS AND CONCLUSIONS

The submitted physical and chemical properties are acceptable to support the conditions of
registration. No amendments to the current label are needed based on these data.



2-hydroxy-alpha, alpha-4-trimethyl-cyclohexanemethanaol 2 DP Number: 347997

Citronella Qil, & Cedarwood Qil

PC Codes: 011558, 821901, 040505 EPA File No.: 66963-8

STUDY SUMMARIES

The registrant submitted the following physical and chemical properties data (MRID 47316801)
to support the conditions of registration for Aloe Herbal Horse Spray (EPA Reg. No. 66963-8):
Physical State, oxidation/reduction, corrosion characteristics, pH, viscosity, and relative density.

The data are listed in the table below:

Table 1. Additional Physical and Chemical Properties for Aloe Herbal Horse Spray

Physical/chemical Property Results

Test Method

OPPTS 830.6303 Physical State Clear, colorless lignid at 25 C

Visual Inspection

OPPTS 830.6314 Oxidation/Reduction | No signs of reaction upon mixing or
after 24 hours exposure

Test substance placed in
contact with powdered iron or
potassium permanganate and
monitoring for any temperature
rise and visual inspection for
signs of corrosion as per 44 FR
16267 (March 16, 1979)

QPPTS 830.6320 Corrosion HDPE container was concave on one Visual Inspection after 12

Characteristics side. Ne other changes noted, months storage at room temp.
in commercial packaging
(HDPE)

pH 4,90 ASTM Method No. E 70

Viscosity 18.266 m*/s (cSt) ASTM Method Nos. D445 &
D446

Relative Density 0.8435at23 C ASTM Method No. D 891, B

CLASSIFICATION: Acceptable.

NO DERs WERE WRITTEN FOR THIS REVIEW

cC: R.S. Jones, C. Pfeifer, BPPD Subject File/THAD
R. S. Jones, Ph.D), Sr. Biologist, FT, OPY: 04/21/2008




Decision #: 390433
DATA PACKAGE BEAN SHEET DP #: (350305)

Date: 13-Mar-2608 NON PRIA
Page 1 of 3

Parent DP #:

i i Submission #: 822389
* + * Registration Information * * * ubmission

Registration: 66963-8 - ALOE HERBAL HORSE SPRAY
Company: 66963 - ESPREE ANIMAL PRODUCTS, INC

Risk Manager: RM 91 - Driss Benmhend - (703} 308-9525 Room# PY 1 $-8955

Risk Manager Reviewer: Jay Pfeifer JPFEIFER

Sent Bate: 09-dan-2008 Calculated Due Date: 27.Apr-2008 Edited Due Date:

Type ot Registration: Product Registration - Section 3

Action Desc: (575) CONDITIONAL REGISTRATION FOLLOW-UP,DATA REQUIRED;REQUIRES SCIENCE

Ingredients: See page 3

* ** Data Package Information * * *

Expedite: () Yes @ No Date Sent: 13-Mar-2008 Due Back:

DP Ingredient. See page 3

DP Title: Phys Chem Characteristics

CSF Included: {5 Yes @ No Label Included: () Yes @@ No Parent DP #:

Assigned To Date In Date Qut

Organization: BPPD / BPB Last Possible Science Due Date: t7-Feb-2008

Team Name: RM 9t Science Due Date:

Reviewer Name: jones, Russell Sub Data Package Dug Date:

Contractor Name:

** * Studies Sent for Review * * *

Printed on Page 2

** * Additional Data Package for this Decision * * *

No Additional Data Packages

*** Data Package Instructions * * *

Please review to see if it satisfies condition of regisiration. Please comment on whether labeling might need to be changed as a result of any
new conclusions.



DP#: (350305}

47316801

4731680t

47316801

47316801

47316801

47316801

Page 2

** * Studies Sent for Review * **
. i 5%§W e :
Sinning, 0. {2007) Physical and Chemical Characteristics of Aloe
Herbal Horse Spray: Physical State, Oxidation/Reduction,
Corrosion Characteristics, pH, Viscosity and Relative Density;
Final Report. Project Number: 3660/01. Unpublished study
prepared by Case Consulting Laboratories, Inc. 7 p.

Sinning, D. {2007} Physical and Chemical Characteristics of Aloe
Herbal Horse Spray: Physical State, Oxidation/Reduction,
Corrosion Characteristics, pH, Viscosity and Relative Density:
Final Report. Project Number: 3660/01. Unpublished study
prepared by Case Consulting Laboratories, Inc, 7 p.

Sinning, D. {2007) Physical and Chemical Characteristics of Aloe
Herbal Horse Spray: Physical State, Oxidation/Reduction,
Corrosion Characteristics, pH, Viscosity and Relative Density:
Final Report. Project Number: 3660/01. Unpublished study
prepared by Case Consulting Laborataries, Inc. 7 p.

Sinning, D. (2007) Physical and Chemical Characteristics of Aloe
Herbal Harse Spray: Physical State, Oxidation/Reduction,
Corrosion Characteristics, pH, Viscosity and Relative Density:
Final Report. Project Number: 3660/01. Unpublished study
prepared by Case Consulting Laboratories, Inc. 7p.

Sinning, D. {2007} Physical and Chemical Characteristics of Aloe
Hesbal Horse Spray: Physical State, Oxidation/Seduction,
Corrosion Characteristics, pH, Viscosity and Relative Density:
Final Report. Project Number; 3660/01. Unpublished study
prepared by Case Consulting Laboratories, Inc. 7 p.

Sinning, D. {2007} Physical and Chemical Characteristics of Aloe
Herbal Harse Spray: Physical State, Oxidation/Reduction,
Corrosion Characteristics, pH, Viscosity and Relative Density:
Final Report, Project Number: 3660/01. Unpublished study
prepared by Case Consulting Labaratories, Inc, 7 p.

Decision#: {390433)

830.6303/Physical state

830.6314/0xidizing or reducing
action

830.6320/Corrosion characteristics
830.7000/pH of water solutions or
suspensions

830.7 L00/Viscosity

B830.7300/Censity/relative density




. Page3
DP#: (350305) *++product. .Data Package Ingredients * * *

T

" Decision#: (390433)

St

011850 142822-86-6

fo21e0t  18000-29-1 [Gil of citronelia

1040505 {8000-27-9 [Cedarwood of \

lotisso  |azezz86-6  |Cyclohexanemeihanol, 2-hydroxy- aipha., alpha.,4-timeinyl-(376%)
{040505  {8000-27-8 [Cedarwood il(5%)

{02190t {8000-29-1 [Oil of citronella(. 75%)




DP#: (350975)

47324501

47324501

47324601

47324602

47324602

47324603

47324604

47324604

47324604

47324604

47324604

47324604

47324504

47324604

47324804

47324604

47324604

47324604

47324604

47324604

47324604

Page 2
** * Studles Sent for Revlew * * *

Lo,

Decisiond#: (388684)

Kiely, K.; Killinger, T.; Maher, M. (2008) Product Identity,
Compasition, and Production: Bedoukian e,e-9,

1i-Tetradecadienyl Acetate Technical Pheromone. Unpublished

study prepared by Keller and Heckman LLP. 174 p.
Kiely, K.; Killinger, T.; Maher, M. {2008) Product identity,
Composition, and Production: Bedoukian ,e-8,

11-Tetradecadienyl Acetate Technical Pheromaone. Unpublished

study prepared by Keller and Heckman LLP. 174 .
Kiely, K.; Killlnger, T.; Maher, M. (2008) Product Identity,
Compesition, and Production: Bedoukian e,e-9,

11-Tetradecadienyl Acetate Technical Pheromone. Unpublished

study prepared by Keller and Heckman LLP. 174 p.
Maher, M. (2008) Preliminary Analysis and Cerlified Limits:
Bedoukian &,e-9, t1-Telradecadienyl Acetale Technical
Pheromone. Unpublished study prepared by Bedoukian
Research, Inc. 23 p.

Maher, M. (2008} Preliminary Analysis and Certitied Limits:
Bedoukian e,e-9,11-Tetradecadieny! Acetate Technical
Pheromone. Unpublished siudy prepared by Bedoukian
Research, Inc. 23 p.

Kiely, K. (2008} Enforcement Analytical Method: Bedoukian
e,e-9,11-Tetradecadieny! Acetate Technical Pheromone.

Unpublished study prepared by Bedoukian Research, Inc. 32 p.

Kiely, K.; Maher, M. (2008} Physical Chemical Properties:
Bedoulian e,e-9,11-Tetradecadieny! Acetale Pheromone.
Unpublished study prepared by Bedoukian Research, Inc.
Kiely, K.; Maber, M. {2008) Physical Chemical Properties:
Bedoukian e,e-8, t1-Tetradecadieny! Acetate Pheromacne.
Unpublished study prepared by Bedoukian Research, Inc.
Kiely, K.; Maber, M. (2008) Physical Chemical Praperties:
Bedoukian e,e-8,11-Tetradecadieny! Acelale Pheromone.
Unpublished study prepared by Bedoukian Research, Inc.
Kigly, K.; Maher, M. (2008) Physlcal Chemical Properties:
Bedoukian g,e-9,11-Tetradecadienyl Acetate Pheramone.
Unpublished study prepared by Bedoukian Research, Inc.
Kiely, K.; Maher, M. {2008} Physical Chemical Properties:
Bedoukian &,e-9, t1-Tetradecadienyl Acetate Pheromaone.
Unpublished study prepared by Bedoukian Research, Inc.
Kiely, K.; Maher, M. (2008) Physical Chemical Properties:
Bedoukian e,e-9, t1-Tetradecadieny! Acetale Pheromone.
Unpublished study prepared by Bedoukian Research, Inc.
Kiely, K.; Maher, M. {2008} Physical Chemical Properties:
Bedoukian e.e-8, t 1-Telradecadieny! Acetate Pheromone.
Unpublished study prepared by Bedoukian Research, Inc.
Kiely, K.; Maher, M. (2008) Physical Chemical Properties:
Bedoukian e,e-9,11-Tetradecadieny! Acelate Pheromane.
Unpublished study prepared by Bedoukian Research, Inc.
Kiely, K.; Maher, M. {2008) Physical Chemical Properties:
Bedoukian &,e-8, t1-Tetradecadienyl Acelale Pheromaone.
Unpublished study prepared by Bedoukian Research, Inc.
Kiely, K.; Maher, M. (2008) Physical Chemical Properties:
Bedoukian e,e-9,11-Tetradecadienyl Acetate Pheromaone.

Unpublished study prepared by Bedoukian Research, Inc. 106 p.

Kiely, K.; Mabher, M. {2008} Physical Chemical Properties:
Bedoukian e,2-8,1 1-Telradecadieny! Acetate Pheromone.
Unpublished study prepared by Bedoukian Research, Inc.
Kiely, K.; Mabher, M. (2008) Physical Chemical Properties:
Bedoukian e,e-9,1t-Tetradecadieny! Acetale Pheromone.
Unpublished study prepared by Bedoukian Research, Inc.
Kiely, K.; Maher, M. (2008) Physical Chemical Properties:
Bedoukian &,e-9,1 t-Tetradecadieny! Acetate Pheromone.
Unpublished study prepared by Bedoukian Research, Inc.
Kiely, K.; Maher, M. (2008} Physical Chemical Properties:
Bedoukian e.e-9,11-Telradecadieny! Acetate Pheromane.
Unpublished study prepared by Bedoukian Research, Inc.
Kiely, K.; Maher, M. (2008} Physical Chemical Properties:
Bedoukian &,e-9,11-Tetradecadieny! Acetate Pheromone.
Unpublished study prepared by Bedoukian Research, Inc.

108 p.

106 p.

106 p.

880.1100/Product identity and
compaosition

880.1200/Description of starting
malerials, production and
formulation process
880.1400/Discussion of tormation ot
impurities

830.1700/Preliminary analysis

830.1750/Certitied limils

830.1800/Enforcement analytical
method

830.6302/Color

830.6303/Physical state

830.6304/Odor

830.53 t3/Stability 1o sunlight,
normal and elevated temperatures,
metals, and metal ions
830.8315/Flammability

830.63 t 7/Storage stability ot product
830.8320/Corrosion characterislics
830.7050/UV/Visible absorplion
830.7100/Viscosity
£30.7200/Melting pointmelting
range

830.7220/8ciling point/boiling range

830.7300/Densityfrelative densily

830.7550/Partition coefficient
{n-occtancl/water), shake flask
method

830.7840/Water solubility: Column
elution method, shake flask method

830.7950/Vapor pressure



. Page3 _
DP#: (350975} *+» pdditlona. uta Package for thls Decision * ** Jecision#: (388684)

349478 BPPD / BPB t4-Feb-2008 07-Feb-2008
349478 BEPD / BPB 14-Feb-2008 07-Feb-2008 {:

B ® Yes i No @ Yes & No
Yes {5 No @ Yes i No @ Yes {3 No

.
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4731€8-00
L EW I S & 122 C Street, N.W., Suite 740
Washingtan, D.C. 20001
H A R R] S O N telephone 202.393.3303
fax 202.393 3906

Consultants in Government Affairs

January 7, 2008 HAND DELIVERED

Document Processing Desk

Office of Pesticide Programs (7504P)
U1.S. Environmental Protection Agency
Room $-4900, One Potomac Yard
2777 South Crystal Drive

Arlington VA 22202

ATTENTION: Velma Noble @ \
Producth&anager{feaniéx\

SUBJECT: Espree Animal Products, Inc,
: Aloe Herbal Horse Spray (EPA Reg. No. 66963-8)
Submission of Physical/Chemical Properties Study

Dear Ms Noble:

On behalf of Espree Animal Products, Inc., we are submitting three (3) copies of the following
Physical/Chemical Properties study as required by the registration conditions for Aloe Herbal
Horse Spray (EPA Reg. No. 66963-8):

VOLUME 1 of I: Phvsical and Chemical Characteristics of Aloe Herbal Horse Sprav:
Physical State, Oxidation/Reduction. Corrosion Characteristics, pH.
Viscosity and Relative Density (November 26, 2067) by David J.
Sinning, Case Consulting Laboratories, Inc.; Study No.: 3660-01; 7

pages.
OPPTS: 830.6303, 830.6314, 830.6320, 830.7000, 830.7100,
830.7300
47318801
MRID Number:

1f you have any questions and/or comments about the enclosed submission, please feel free
contact me by phone at 202-393-3903 (ext. 19) or by email georgia@lewisharrison.com.

Sincerely,

pzl )
7 .
Orgia Anastasiou

Agent for,
Espree Animai Products, Inc.

10



Memorandum

Date: RN

To: S , Regulatory Manager

From: Information Services Branch, ITRMD

Your receipt of this data submission is not an
indication that MRIDs for the enclosed studies have
been posted to OPPIN.

We expect that it will be approximately 5 days
from the above date before the study-level data is
available in OPPIN.

If you have any questions about this process,
please contact Teresa Downs (305-5363).

Thisisa: & fully accepted submission
[ partially accepted submission
[J rejected submission

\ . //‘. -7 . s
o A
‘ @\ :
. - -
AN i
2
=
f("




ST UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

g‘ 3 WASHINGTON, D.C. 20460
%
[y
4’)“‘-{ pno‘*ﬁ'(f
January 10, 2008
OFFICE QF
PREVENTION, PESTICIDES AND
TOXIC SUBSTAMCES

ESPREE ANIMAL PRODUCTS, INC
122 C STREET, NORTHWEST, SUITE 740

WASHINGTON, DC 20001-

Report of Analysis for Compliance with PR Notice 8§6-5

Thank you for your submittal of 08-JAN-08. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with

Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in

all future references to these documents. Thank you for your cooperation. If you have any
questions concerning this data submission, please raise them with the cognizant Product

Manager, to whom the data have been released.

12



DEC-5-2037  12:498P FROM:ALL PE ~ ED 2 TARCK 9298996832 T AR3933906 Pl
E lezorard Colr

Plaass Foad AY Insructions Bafors Completing this Fomm /v st be typad)  Form Appeoisd, OMEB No. 2070-0044. Approvl Expirsa 'I-53-35
Unitad Statse i
o Environmental Protaction Agency B
Em Office of Pesticide Prograrms {(7B05C
w YWoshington, DC 20480
Notice of Supplemeants! Distribution of a Registarad Pesticide Product
Instructions

After 3 registrant has obtained final registration for the haslc product, tie tegistrant may than suppgemml!v
distrlbute hly/har product. One form must be submittod for esch distributer praduct snd must be signed by the
disributor involved. The basic registration number and the distributor company numbar must be showrs.

If & repistrant has 8 potential distributor who doss not have a company number assigned, she/he should have the
distiibutor apply, on letterhaead stdtionery, 1o the Ruglstration Dlvision to have a numbar assigned prioy to subdmitting
this form to the agency.

Thig Notce of Suppismental Distribution must bs submitted by the basic ragisrant. The compigted form rmust havy
the conourrence and signature of bath the registrant and the distributor,
EPA Rapiatration Number of Produot Distibutor Company Numnber

669563-8 847567

Note: Do not submit distributor product labels

Homa of Ranirtersd Product Umgic oroducst niie s0ceated by ER4) Distributar Froduct Nama
Alog Herbal Horsa Spray Lary's Horae Spray

Nams snd Addrase of Sistibulor fTve: iclads ZIF eods)

Carry's Tack
25598 E. Baaeline
San Bamardina, CA. 82410

Read AK Conditions Bafors Sipaing

1. The distributer product must have the same Composition ag the beyic product,

2. The distributor product must be manufactured and packaged by the same parson who manufactures and packages
the registered basic product.

3. The labaling for the distributor product must bear the same claims as the basic product, provided, hawever, that
spacific claims may be daleted if by doing 80, no other changes to the Iabal are necessary.

4. The product must ramain iy the manufagturer's unbroken gontalner.

h. The Isbai must bear the EPA repiswation number of the basic product, followad by 8 hyphen and the digtributor's

company number,

. Distributor product tabels must bear the name and address of the distributor qualified by such terms as "packed
for,..”,"distributad by..."; oF "sold by..." 10 show that the name is not that of the manufacturer.

7. All conditions of the basic registration apply equally to distributor products. It is the responsibility of the basie
ragistrant to see that all distributor labeling is kept in compliance with requirements placsd an the basic product.

_ Distrthutor
Wi intans to mnarkat owr produst undor 1ha Plgiburor Froduct Nems specitied sbove, subject to the conitians spechied on Uiz Mﬂ“ )
. - ,-r/ Lesty E,%?‘i‘/m-’fw Bats R
’ 7 o e
- e o
Registrant .

) agrae that the distrbuior meingd ebove mey distibuts and self the Distibuiar Praduct specifisd above, subject (e the vonifiions sptdfﬂﬂd on this

Mﬂcﬂ‘ B N s

o+

Signatuse und Tiie of Aetgistram Dats S
- . R
P AR o .:j.;,a{f- W G IR L, ol 1% jr )0 L4 R '

pr
"
" f‘ - - I White - EPA
EFA Pyl B570-5 (Rov, %} Pravious aditions are obeolate,

13




MATERIAL TO BE ADDED TO JACKET
-
REG # ”(/,:(/(/? él;:_,}; WA VRS

Description: {\5 L @&’) < "LW/}?\Q"

check all that apply

new stamped éccepted label

new CSF

notification

Instructions:

Attach this sheet to the top of ALL materiai sent to the file room (both ioose paper and
new material in jackets). This sheet will be imaged; a clear description will aid in
finding material in the e-jacket. Remove staples from all material. If returning loose
paper then hold together with a binder or paper clip. CSFs shouid be placed in the
CSF folder (if returning jacket) or covered with a red CBIi sheet (if returning loose
paper). Material to be returned to file room should be place in the appropriate bin.

Reviewer's ( élé‘ P‘? /{’ )

Name:; Date: M7 7 2007

T

Phone: /%FDTS ) QU'L{ Division: De /j)

14



UNITED ..ATES ENVIRONMENTAL PROTECT)

EPA Reg.
ST US. ENVIRONMENTAL PROTECTION AGENCY | Nunber

Date of jssuance:

Office of Pesticide Programs 6063-8 JUN 13 2807
Biopesticides and Pollution Prevention Division (7511C) | 60963-8 |
1200 Pennsylvania Avenue NW .
Washington, DC 20460 o Conditional

Name of Pesticide Produci:

NOTICE OF PESTICIDE:
X Registration Aloe Herbal Horse Spray
Reregistration

{under FIFRA, 23 amended)
Name and Address of Registram (inzlude ZIP Code):

Espree Animal Products, Inc.
P.O. Box 3650
Grapevine, TX 76051

On the basis of information furnished by the registrant, the above named pesticide is hercby registered/reregistered under the Federal Insecticide,
Fungicide and Rodenticide Act

Registration is in no way 10 be construed as an endorsement or recomimendation of this product by the Agency. In order to protect heaith and the
environment, the Administrator, on his mojion, may at any time suspend or cancel the regisiration of a pesticide in accordance with the Act. The
acceptance of any pame in connection with the 1egistration of a product under this Act is not to be constued a5 giving the registrant a night to
cxclusive use of the name or 10 its use if it has been covered by gthers,

This product is conditionally registered in accordance with FIFRA Sec. 3(c)7)(A) provided you:

1. Submit and/or cite all data required for registration/ reregistration of your product under
FIFRA section 3(c){5) when the Agency requires all registrants of similar products to
submit such data.

2. Submit within 9 months data package for Guideline Study: OPPTS 830.6320 (Corrosion
- Characteristics).

’

3. Revise the EPA Registration Number to read, "EPA Reg. No. 66963-8".

4. Submit three (3) copies of the revised final printed labeling before you release the
product for shipment. Refer to the A-79 enclosure for a further description of final printed
labeling.

This registration is effective for 1 year from the date of issuance.

Signature of Approving Qfficial: Date; _
(See-sccondpage forsignature) ¢ / /3 / 27
L —————rnm—,

rBoL <P CORCURRENCES
wﬂ"ms %_{pﬂﬂﬁ.’l‘;ﬁ‘s RELL BRI T s LR L L L L L T T LAL AL Y YT B, vt Atanssrsbnashene
DATE é/’z/ 61? hieiaieieidy LA L LT T T b AL LT T T TN T Iy '!vlc‘l.o.-..v‘.-.......q........“‘....-..-.........'
EPA Form 1320-1A (190) 15

Printed on Recycled Poper OFFICIAL FILE COPY

U.5. GRO: 1004.522.50382085



Page 2

If these conditions are not complied with, the registration will be subject to cancellation in
accordance with FIFRA sec. 6(¢). Your release for shipment of the product constitutes acceptance

of these conditions.
A stamped copy of the label is enclosed for your records.
Sincerely,
Z;{,f ; I‘)!/}?L‘(‘,:Zﬁibi{; ? 7’/}‘?{“‘/«\(:‘/”2%”{“
. Janet L. Andersen, Ph.D., Director

7/( Biopesticides and Pollution
~ Prevention Division (7511P)

16



ALOE HERBAL HORSE SPRAY
Fly Repellent '

Concentrate
‘Repels Flies and Gnats
Contains Aloe Vera, Sunscreen and Coat Conditioners

Active Ingredients:

Citronella Oil 0.750%
Cedarwood Oil 0.500%
Eucalyptus Oil 0.378%
Other Ingredients: 98.372%
TOTAL: 100.000%

. KEEP OUT OF REACH OF CHILDREN

CAUTION

See back panel for additional precautionary statements.

FIRST AID
Have the product container or label with you when calling a poison control center or doctor, or
going for treatment. You may also contact 1-800-328-1317 for additional infornsation.

Ifin eyes: @ Hold eye open and rinse slowly and gently with water for 15-20 minutes.
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing.
¢ Call a poison control center or doctor for further treatment advice.,

H on skin: e Take off contaminated clothing.
e Rinse skin immediately with plenty of water for 15-20 minutes.
o Call a poison confrol center or doctor for treatment advice.

EPA Reg. No. 66963-1 EPA Est. No.: 66963-TX-001

Net Contents: 32 fl oz. (946 ml)

Manufactured By:

Espree Animal Products, Inc.
3250 Stone Myers Parkway
Grapevine, TX 76051
WWW.ESPree.com
1-800-328-1317

Aloe Herbal Horse Spray Page t of 2
Revised June 12, 2007
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PRECAUTIONARY STATEMENTS
_ HAZARDS TO HUMANS AND DOMESTIC ANIMALS
CAUTION: Causes moderate eve irritation. Prolonged or fiequently repeated skin confact may
cause allergic reactions in some individuals. Avoid contact with eyes, skin or clothing. Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or
using tobacco. '

ENVIRONMENTAL HAZARDS
For terrestrial uses: Do not apply directly to water, or to areas where surface water is present or
to intertidal areas below the mean high water mark. Do not contaminate water when disposing of
equipment washwater or rinsate.

A gentle blend of ingredients, including botanical oils, to repel flies, gnats and
other flying insects on horses. Aloe Herbal Horse Spray contains coat conditioners
and sunscreen which promote a healthy coat and protection from the sun.

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.
SHAKE CONTIANER BEFORE EACH APPLICATION.
General Directions: Apply in a covered area (i.e., stalls, barn, etc.). Brush coat to remove
excess dirt and dust. For best results apply to a clean horse.
Dilutjon Directions: To be used in a clean spray container of your choice. Dilute with 5
parts water to I part horse spray. When pest pressure is high, dilute 4 parts water to [ part
horse spray.
Application Birections: Hold spray container 10 to 12 inches from coatl for best
application. Apply with cloth to facial area.

-

STORAGE AND DISPOSAL
Do not conlaminate water, food or feed by storage or disposal.

PESTICIDE STORAGE: Store only in a cool, dry area inaccessible to children and pets. Keep
container tightly closed when not in use.

PESTICIDE DISPOSAL: Wastes resulting from use of this product may be used on site or at an
approved waste disposal facility.

CONTAINER DISPGSAL:

If empty: Do not reuse this container. Place in trash or offer for recycling if available.

If partly filled: Call your local solid waste agency or 800-CLEANUP for disposal instructions.
Never place unused product down any indoor or outdoor drain.

Aloe Herbal Horse Spray Page 2 of 2

Revised June 12, 2007
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BPPD Old Active Ingredient « scklist - New Product Registratio. xisting Product Amendment

Fast Track 00 PRIA Actions B65 O, B66 0O, B67 [X, B68 [1, B710, B72 0, B73 O, B88 O & B9 O

EPA Reg. No.: é G Cf { 3 ,_"j: RAL: ¥ eNe vy s Application Date:

Application Form (EPA Form 8570-1) - signed & complete including package type? 1IF NO, STOP
Call applicant and have them correct application and resubmit.

Ve foy

[f amendment, was final printed labeling received for previous action? IF NO, STOP! E-mail
applicant and request final printed labeling.

Confidential Statement of Formula (CSF) EPA Form 8570-4  Basic Formula 8 Alternate Formula

CSF Review completed? IF YES, SKIP to ITEM 4, Nine did vevieo

QL™
X

CSF is signed and dated? IF NO, CALL APPLICANT.

Completely filled out: CAS numbers, pH, flashpoint, flammability, if applicable?

Are the totals accurate?

I RS Sl g

Certified limits agree with 40 CFR 158.175? Note that if preliminary or 5 batch analysis differ from
Section 158.175(b), limits based on batch analysis would need to be proposed under Section 158.175(c).

™

Viability (if live microbial, i.e., cfu/gram)? NA O

PC codes assigned on CSF for actives & inerts plus 40 CFR 180.910, 180.920, and 180,930 codes noted
for products that have food or feed uses?

List 1 inert ingredient(s) present in the formulation? If YES, be sure it is listed on the label.

Alternate formula(s) do not require different labeling from basic CSF or other alternate CSFs per
40 CFR 152.43(h)3). NA QO

Source for a.i. is a registered pesticide? (When a proposed alternate or new basic formula involves a new
registered manufacturing-use product as the active ingredient source it must be determined whether the
manufacturing-use products used to formulate are similar enough to warrant use of existing product
specific data such as acute toxicity.)

Does CSF List peanuts, tree nuts, milk, soybeans, eggs (including putrescent eggs), fish, crusfacea, or
wheat commodities? If YES, RAL must evaluate label directions for compliance with 40 CFR 180.1071.

Data and Data Matrix present. (EPA Form 8570-35)

a) Using Selective Method? [IF NO, SKIP to ITEM 5 since data matrix required for selective
method.]

Complete Data Matrix supporting both the product registration and, if applicable, the proposed
amendment. Minimum Data Matrix for registration includes: product specific acute toxicity, product
chemistry, and efficacy data for public health pests claimed on label,

Adequate product specific data submitted? Covrns . Chan  cbue

Registered source used for active ingredient? IF YES, SKIP to ITEM 5, (If active ingredient is from a
registered source (manufacturing-use product), generic data should be satisfied by registered source.) If
NO or if use not supported by registered source, generic data is necessary.

X

Data passed PR Notice 86-5 for formatting and MRID number assignment?

X

Public copy of Data Matrix provided? (PRN 98-5)

X

b

Certification with Respect to Citation of Data (EPA Form 8570-34): See 40 CFR 152.80-98 and PR Notice 98-3

[Mote: If no data are required or submitted, form is not needed. This is often true for minor amendments. ]

Did applicant check a Method of Support?

X

General Offer to Pay checked for Cite-all Method or Cite-all under Selective Method?

1s the form signed and dated?

Check form and Data Matrix; are Exclusive Use data cited from other sources?

>
Pl
2

IF YES, is the required authorization letter included in application?

Formulators Exemption (EPA Form 5870-27)

o oo nie o

If registrant is using a registered source active ingredient in the formulation (manufacturing-use
product), is form filled out completely and signed? NA X




.| Exclusive Use Notice Requicement Prior to Registration (Requires per 40 CFR 152,116,
| separate from permission of an exclusive use data submitter to rely on exclusive use data)

: | Is this an exclusive use active ingredient or mix of active ingredients (registered w/in last 10 yrs)?
‘| If YES, go to a) or b) below.

a. | a) Has a notification of intent to register letter or email been sent to the exclusive use data submitter(s)
at least 30 days before registration? (This notification is required for all methods of data support except
when the exclusive use data submitter(s)’ product is used to formulate and the formulator’s exemption is
claimed.)

b. | Has exclusive use data submitter requested during 30 day period the applicants' list of data requirements
and method of compliance?

c. | Has registrant submitted certification from exclusive use data submitter that submitter is aware of the
application and does not chject to the registration ?

| Science Review completed? Comments:

.| Label(s) Review Date of Label Review:

a. | Label(s) in conformance with current Label Review Manual and appropriate REDS.

Iabeling statements and claims are supported by Acute Toxicity, Product Chemistry data (or acceptable
wajvers).
Acceptable efficacy studies support public health pests claimed on label.

x| %

¢. | Nominal concentration of active ingredient shown in ingredients statement. X
d. | Viability included as sub-statement of Ingredient Statement (if live microbial, i.e., cfi/gram). QPQ"

e. | Storage and disposal instructions agree with container types listed on application form. )(
f. | Unique Product Name for Same Company {Check OPPIN). A

2. | Does CSF list peanuts, tree nuts, milk, soybeans, eggs (including putrescent eggs), fish, crustacea, or
wheat commodities?  YES, RAL must evaluate label use directions for compliance with 40 CFR
180.1071.

h. | Does label bear “National Organic Program”(PR Notice 2003-1) or OMRI claims?

L

If YES, National Organic Program or OMRI claims approved by Bob Torla? NA/&

i. | Labeling is acceptable. Corrections or changes are NOT necessary.

J- | Comments:

Intemal BPPD Guidance Document — Other ftems May be Required

Augnst 2006
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" 2rm & La
File Symbol. 6% ?CJ 4

Date: & /4

bel Review

/7 O

Label Requirement Acceptable | Not Acceptable | N/A | Comments LRM3
Recommendations

Restricted Use Pesticide | —— | —mesess | e Ché

Product Name g Pg 12-3

Compny Name and Info e Pg 15-1

tdentification Numbers v Ch 14

Net Contents ~> M sV ch17

Ingredients Statement > P &g {:L £.. |chs

Label Claims R:,) i?ﬁ:wb e Pgs 4-5,5-7

Fep 11-10 & Ch 12
Alternate Formula ~g \g '"\,, & 5-12

Label Requirement AccCeptabie Not N/A | Comments LRM3
Acceptable Recommendations

KOROC v 3-1&9
7-3&%4

Signal Word !f/ Ch3ch7
Ch10

General Heading o Ch7

>PRECAUTIONARY L

STATEMENTS=

" . L S

First Aid (PRN 20001-1) P Ch3&7

Hazards to Humans V/ Ch3,73

and Domestic Animals

PPE (WPS) R Ch 7, Pg7-12

Engineering Controls Y Pgs 10-4, 15

User Safety 4 Ch 10

Requirements 4

User Safety \;< Ch10

Recommendations AN

Environmental Hazards v Chs

Physical and Chemical A Pg 3-4

Hazards a Che

21




Labe! Requirement Acceptahle Not N/A | Comments LRM3
Acceptable Recommendations

Header >Directions for 'i/ 10-16

Jsex ;

Violation of Federal Law i 10-26, 11-7

text W

WPS Text N Ch 10,71

(PPE) 4 7-11

Non-WPS Text ol " 7-12, Ch 10

‘/&} ;
Storage and Disposal k\f‘j & ey 11-16,Ch 13

Labeil Requirement Acceptable Not N/A | Comments 1RM3
Acceptable Recommendations
General instructions and A
Sub-Header
Chemigation / Prohibition i PRN
d
REI T Pg 10-20

loading, tank mixing, efc.)

Label Requirement Acceptable Not N/A | Comments LRM3
Acceptable Recommendations
- é by [T 2 i -
General info. {non-site specific A 7 I
info. on uses, pests, mixing, and g ropafl W A4

General Precautions and
Restrictions

Directions for Application

Consistency with jabet
instructions

12-6

Not false or misleading

22




ALOE HERBAL HORSE SPRAY
Fly Repellent

1:5 Concentrate
Repels Flies, Gnats and Mosquitoes
Contains Aloe Vera, Sunscreen and Coat Conditioners
32 Fl oz. (946 ml)

Active Ingredients:

Citronella Oil 0.75%
Cedarwood Oil 0.50%
Eucalyptus Oil 0.378%
Other Ingredients: 98.372%
TOTAL: 100%
B KEEP OUT OF REACH OF CHILDREN
CAUTION
See back panel for additional precautionary statements.
EPA Rég. No. 669631 EPA Est. No.: 66963-TX-00]
Aloe Herbal Horse Spray Page 1 of 3

December 2006 2 3



ALOE HERBAL HORSE SPRAY

A gentle, effective blend of natural botanical oils to repel flies, gnats, mosquitoes
and other flying insects on horses. Contains coat conditioners and sunscreen which

DIRECTIONS FOR USE

It is & violati 1 law to use this product in a manner inconsistent with its labeling.
SHAKE Tl EFORE EACH APPLICATION.

General Direcfions: Apply in a covered area (i.¢., stalls, barn, etc.). Brush coat to remove
excess dirt and dust. For best results apply to a clean horse.

DRilution Directions: To be used in a clean spray container of your choice. Dilute with 5
parts water to 1 part horse spray. For more stubborn cases, dilute 4 parts water to | part
horse spray.

Application Directions: Hold spray container 10 to 12 inches from coat for best
application. Apply with cloth to facial area. Do not use on animals intended for human
consumption.

s STORAGE AND DISPOSAL
Da nat contaminate water, food or feed by storage or disposal.

PESTICIDE 8TORAGE: Store only in a cool, dry area inaccessible to children and pets. Keep
cqqgekig;er tightly: slosed when not in use.

PESTICIDE DESPOSAL: Wastes resulting from use of this product may be used on site or at an
approved waste disposal facility.

;;;;;;
N

CONTAINER DISPOSAL:

If empty: Do not reuse this container. Place in trash or offer for recycling if available.

If partly filled: Call your local solid waste agency or 800-CLEANUP for disposal instructions,
Never place unused product down any indoor or outdoor drain.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact may
cause allergic reactions in some individuals. Avoid contact with eyes, skin or clothing. Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or
using tobacco.

Aloe Herbal Horse Spray Page 2 of 3

December 2006 2 4




ENVIRONMENTAL HAZARDS

For terrestrial uses: Do not apply directly to water, or to areas where surface water is present or
to intertidal areas below the mean high water mark. Do not contaminate water when disposing of
equipment washwater or rinsate.

FIRST AID

Have the product container or label with you when calling a poison control center or doctor, or

going for {reatment.

If on skin:

» Take off contaminated clothing.
* Rinse skin immediately with plenty of water for 15-20 minutes.
e Call a poison conirol center or doctor for treatment advice.

If in eyes:

» Hold eye open and rinse slowly and gently with water for 15-20 minutes.
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing,
» Call a poison control center or doctor for further treatment advice.

Manufactured By:

Espree Animal Products, Inc.
3250 Stone Myers Parkway
Grapevine, TX 76051
wiWww_espree.com

1-800-328-1317

LR A ]

¥
H
&

PR

Aloe Herbai Horse Spray Page 3of 3
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Registration:

Company:

Risk Manager:

Risk Manager Reviewer:
Sent Date;

Type of Registration:
Action Desc:

Ingredients:

Expedite:

DP Ingredient:

DF Title: Product Chem and Tox 6 Pack _
CSF Included: @ Yes () No Label included: 4 Yes  No Parent DP #:
Assigned To Date In Date Out

Organization: BPPD / BPB

DATA PACKAGE BEAN SHEET
Date: 30-Apr-2007
Page t of 3

* * * Registration Information * * *
66963+ - ALOE HERBAL HORSE SPRAY

Decision #: 373758

DP #: (338682)

PRIA 7
Parent DP#:

£6963 - ESPREE ANIMAL PRODUCTS, INC

RM 91 - Driss Benmhend - {703) 308-9525 Room# PY1 S-8955

Todd Peterson TPETERSQ

!
i

Calculated Due Date: 14-Jun-2007 Editeéd Due Date:
.
Product Registration - Section 3 T
{B67) NEW PRODUCT,;NON-FAST TRACK:MICROBIAL/BIOCHEMICAL;
See page 3 o .
* ** Data Package Information * * *
{ Yes 49 No Date Sent: 04-Apr-2007 Due Back:

Seepage 3

Team Name:

Reviewer Name: M g4 \f(‘nc)

Contractor Name:

* * * Studies Sent for Review * * *

Printed on Page 2

* ** Additional Data Package for this Decision* * *

No Additional Data Packages

** * Data Package Instructions ** *

Re

P
g%

Last Possible Science Due Date: 14-Feb-2007
Science Due Date;

Sub Data Package Due Date:

Product chemistry and Tox six pack for old active ingredients in new end use product, Please review data packages attached, CSF and related
label language in relation to submitted data.
Todd Peterson 703-308-7224

i Jo25 %08 — 10

7024 5|

26
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DP#: (338682)

47028301

47029302

47029302

47029302

47029302

47028302

47020302

47028303
47029303

47028304

47029304

47029304

47029304

47029304

47029304

47029305

Page 2
* * * Studies Sent for Review **

Lewis & Harrison, LL.C (2007) Ajoe Herbal Horse Spray: Product
Identity and Composition Source Active ingredients. Unpubiished
study prepared by Espree Animal Products, Ine. 31 p.

Lewis & Harrison, |.LC (2007) Aloe Herbal Horse Spray: Product
Identity and Composition, Beginning Materials, Formulating
Process, Formation of Impurities, Preliminary Analysis, and
Cerlified Limits. Unpublished study prepared by Espree Animal
Produets, inc. 50 p.

Lewis & Harrison, LLC (2007) Aloe Herbal Horse Spray: Product
Identity and Composition, Beginning Materials, Formulating
Process, Formation of Impurities, Preliminary Analysis, and
Cerlified Limits. Unpublished study prepared by Espree Animal
Produets, fnc. 50 p.

Lewis & Harrison, LLC (2007) Aloe Herbal Horse Spray: Product
Identity and Composition, Beginning Materiajs, Formulating
Process, Formation of Impurities, Preliminary Analysis, and
Cerlified Limits. Unpublished study prepared by Espres Animal
Products, inc. 50 p,

Lewis & Harrison, LL.C (2007) Aloe Herbal Horse Spray: Product
Identity and Compaosition, Beginning Materials, Formutating
Process, Formation of Impurities, Preliminary Analysis, and
Certified Limits. Unpublished study prepared by Espree Animal
Products, Inc. 50 p.

Lewis & Harrison, |LC (2007) Aloe Herbal Horse Spray: Product
Identity and Compasition, Beginning Materials, Formulating
Process, Formation of impurities, Preliminary Analysis, and
Certified Limits. Unpublished study prepared by Espree Animal
Products, Inc. 50 p.

Lewis & Harrison, LLC {2007) Aloe Herbal Horse Spray. Product
Identity and Composition, Beginning Materials, Formulating
Process, Formation of mpurities, Preliminary Analysis, and
Certified Limits. Unpublished study prepared by Espree Animal
Products, Inc. 50 p.

Lewis & Harrison, LLC {2007) Aloe Herbal Horse Spray: Wavier

Request for Enforcement Analytical Method and Storage Stability.
Unpublished study prepared by Espree Animal Products, Ine. 2 p.

Lewis & Hamison, |LC (2007) Aloe Herbal Horse Spray: Wavier
Request for Enforcement Analytical Method and Storage Stability.

Unpublished study prepared by Espree Animal Preducts, Inc. 9p.

Sinning, D. (2006) Physical and Chemical Characteristics of Aloe
Herbal Horse Spray: Physical State, Oxidation/Reduction,
Corrosion Characteristics, pH, Viscosity and Relative Density.
Profect Number: 3660/0t. Unpublished study prepared by Case
Consulting Laboratories, Ine. 7 p.

Sinning, D. (2006) Physical and Chemical Charactenistics of Aloe
Herbai Horse Spray: Physical State, Oxidation/Reduction,
Corrosion Characteristics, pH, Viscosity and Relative Density.
Project Number: 3660701, Unpublished study prepared by Case
Consulting Laboratories, Inc. 7 p.

Sinning, D. (2006) Physical and Chemical Characteristics of Aloe
Herbai Horse Spray: Physical State, Oxidation/Reduction,
Corrosion Characteristics, pH, Viscosity and Relative Densily.
Project Number: 3660/01. Unpublished study prepared by Case
Consulting Laboratories, Ine. 7 p.

Sinning, D. (2006) Physical and Chemical Characteristics of Alog
Herbal Horse Spray. Physical State, Oxidation/Red uction,
Corrosion Characteristics, pH, Viscosity and Relative Density.
Project Number: 3660/0t. Unpublished study prepared by Case
Consulting Laboratories, Ine. 7 p.

Sinning, D. (2008) Physical and Chemical Characteristics of Aloe
Herba! Horse Spray: Physical State, Oxidation/Reduction,
Corrosion Characteristics, pH, Viscosity and Relative Density.
Project Number: 3660/01. Unpublished study prepared by Case
Consulting Laboratories, Inc. 7 p.

Sinning, D. (2008) Physical and Chemical Characieristics of Alce
Herbal Horse Spray: Physical State, Oxidation/Reduction,
Corrogion Characieristics, pH, Viscosity and Relative Density.
Project Number: 3680/01. Unpublished study prepared by Case
Consulting Laboratories, ine. 7 p.

Durando, J. (2006) Aloe Herbai Horse Spray: Acute Oral Toxicity
Up and Down Procedure in Rats, Project Number: 21101,
P320/UDP. Unpublished study prepared by Product Safety
Laboratories. 14 p.

Decision#: (373758)

830.1550/Product ldentity and
composition

830.1550/Product identity and
composition

830. t600/Description of materials
used to produce the product

830. 1650/Description of formulation
process

£30.1670/Discussion of formation of
mpurities

830.1700/Preliminary analysis

830, 1750/Certified limits

830.1800/Enforcement analytical
method

830.63t7/Storage stability of product
830.6303/Physical state
830.6314/0xidizing or reduging
action

830.6320/Conosion characterisiics
830.7000/pH of water solutions or
SUSPENSIoNs

830.7100/Viscosity

830.7300/D ensity/rejative density

870.1100/Acute Oral Toxicity

27



) Page 2 ;
2) *** Studies Sent for Review " * Decision#

fot S R TN Y
n

Durandeo, .1, {2006} Alog Herbal Horse Spray: Acute Derma
Toxicity Study in Rats - Limit Test. Project Number: 21102,
P322/RAT. Unpublished study prepared by Product Safety
Laboratories. 14 p.
47029307 Durando, .1, {2008} Aloe Herbal Horse Spray: Acute Inhalation 870.1300/Acute inhalation toxicity
Toxicity Study in Rats - Limit Test. Proiect Number: 21103, P330.
Unpublished study prepared by Product Safety Laboratories. 22
p.
47026308 Durando, J. (2006) Aloe Herbal Horse Spray: Primary Eye 870.2400/Acute eye itation
Iriitation Study in Rabbits, Project Number: 21104, P324.
Unpublished study prepared by Product Safety Laboratories. t7
p-
47029309 Duranda, J. {2006} Aloe Herbal Horse Spray: Primary Skin 870.2500/Acute dermal irritation
Irritation Study in Rabbits. Project Number: 21108, P326.
Unpublished study prepared by Product Satety Laboratories. 15

DP#: (33868

57

47029306

: (373758)

LT e

T — "

i e
:

P

47029310 Durando, J. {2006} Aloe Herbal Horse Spray: Dermal Sensitization 870.2600/Skin sensitization
Study in Guinea Pigs (Buehler Method). Project Number: 211086,
P328. Unpublished study prepared by Product Safety
Laboratories. 23 p.
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DP#: (338682}

ReF,

. Page 3
v —-roduct and Data Package Ingredients * * *

Cyclohexanemethancl, 2-hydroxy- alpha.,.alpha. 4-timethyl-

Decision#: (373758)

[011550  }42822-86-6
jo21901 18000-20-1 Gl of citroneiia

040505  8000-27-9 [Cedarwood ol

’501 1550 !42822 -86-5 SCyc!ohexanemethanol 2-hydroxy-.alpha.,.alpha.,4-timethyl-(.378%)
040505 {8000-27-9 {Cedarwood oil(.5%)

1021901 isopo-29-1 il of citronelia{.75%)

29



Page is not included in this copy.

Pages 30 through 33 are not included In this copy.

The material not included contains the following type of
information:

X Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.

A draft product label.

The product confidential statement of formula.
Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page(s) .
The document i1s not responsive to the request.
Proprietary information pertaining to the chemical
composition of an inert ingredient provided by the source
of the ingredient.

Attorney-Client Privilege.

Claimed Confidential by submitter upon submission to the
Agency.

Internal Deliberative Information.

* The information not included is generally considered confidential by product
registrants. If you have any questions, please contact the individual who
prepared the response to your request.




Oax RIDGENATIONAL LABORATORY

MANAGED BY UT-BATTELLE FOR THE DEPARTMENT QOF ENERGY

April 27,2007
CUSTODY RECEIPT FOR FIFRA CONFIDENTIAL BUSINESS INFORMATION
TO: Pamela Landis FROM: R. H. Ross, Group Leader
Biopesticides and Pollution Prevention Division Toxicology and Hazard Assessment Group
Office of Pesticide Programs 1060 Comumerce Park
11.5. Environmental Protection Agency . Cak Ridge, Tennessee 37830
One Potomac Yard (865) 574-7797 FAX (865) 574-5353
2777 South Crystal Drive email rossrh@ornl.gov
Arlington, VA 22202
INSTRUCTIONS:
1. Originat of this receipt to be signed by recipient and returned to-sender.
2. Duplicate of this receipt to be retained by recipient,
Hours
TASK
No. _ MRID No, Chemical/Agent YWAM { Material Sent | Status. [ Est. Actuai
07-33 47029301-10% Aloe Herbal Horse Spray Landis {7 DERs Draft 60 30
: 10 Study reports
[ Custody sheet
1CD

*Note that MRID 47029304 was not on the task sheel

- Thave personally reccived from the sender material, enclosures, and attachments as identified above, I assume full
responsibil ity for the safe handling, siorage, and transmittal of this material in accordance with existing FIFRA Confidential
Business Information regulation .

. - L
DATE RECEIVED: [7/36‘ (24 SIGNATURE: ?/ﬁfm/ éy%z_/@
e /.rf

74
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WAM Tickler (Version 091206)

Dark line boxes without yellow are info entered later in process, for now
enter info for items in yellow flelds / click on left most cell in box to start

RAL Name: " |T. Peterson | [DP# | 338682 ]

EPA Reg No. |66963-1 | '

‘Data Type (see Key for types) IMRIDs tist by type of data |

P 470293-01, -02, -03,

T 470293-05, 06, 07, 08, 09, 10

PRIA Code | 67§ KEY: Ip product chemistry

enter B70is 70 E efficacy

number only BS58 is 58 -IN non-target organism/eco effects
T toxicotogy (human health)

OPPIN Start | 2/14/2007[ 0 other

Date mmy/dd/;

Based on FFS / fee accepted
or waijver accepted date

{other includes insect resistance management
supplemental data, BRAD development, etc.)

Date RAL sent pkg to WAM ----> | 04/04/07|

Due Date is: 4/30/2007
(Phase III time frame calculated)
Work Assignment # ] I

Return Date ~----- > | |

(entered by WAM)

Phase IV Sent Date: | |

{RAL to enter this date when moving package to Phase IV)

Phase IV Due Date ---> ~5/30/2007
{Phase IV time frame calculated)

Comments:

PRIA Due Dates
Calculated values:

days
Phase 1 b
Phase 2
Phase 3
Phase 4
Phase 5 :6/14/2007
Docs 6/6/2007
OGC 6/6/2007
Becision 6/14/2007
45 day alert date |:::4/3072007

?‘,‘Lg

Use this box for hand written notes

when time frames shift or PRIA date

is negotiated, etc. OR note if not PRIA /yh
PRINT this form in B&W [
color is not necessary
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DATA EVALUATION RECORD

CITRONELLA OIL

CEDARWOOD OIL

EUCALYPTUS OIL
(Aloe Herbal Horse Spray)

STUDY TYPES: Product Identity and Composition (OPPTS 830.1100)
Description of Beginning Materials (OPPTS 830.1200)
Description of Formulation Process (OPPTS 830.1200)
Discussion of Formation of Impurities (OPPTS 830.1400)
Preliminary Analysis (OPPTS 830.1700}
Certified Limits (OPPTS 830.1750}
Enforcement Analytical Method (OPPTS 830.1800)
Physical and Chemical Characteristics (OPPTS 830.6302-830.7950)

MRIDs 47029301-47029304

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Environmental Sciences Division
Oak Ridge Nationaj Laboratory
Oak Ridge, TN 37830
Task Order No. 07-033

Primary Reviewer:

Eric B. Lewis, M.S. Signature:
Date:

Secondary Reviewers:

Sylvia Milanez, Ph.D.. D.A.B.T, Signature:
Date:

Robert H. Ross. M.S., Group Leader Signature:
Date:

Quality Assurance:

Lee Ann Wilson, MLA. Signature:
Date:

Disciaimer
This review may have been altered subsequent to the contractor's signatures above.,

Oak Ridge National Laboratory managed and operated by UT-Battelle, LLC., for the U.S. Department of Energy under
Contract No. DE-AC05-000R22725. 3 6



DATA EVALUATION RECORD

EPA Secondary Reviewer:
STUDY TYPE: Product Identity and Composition (OPPTS 830.1100)
Description of Beginning Materials (OPPTS 830.1200)
Description of Formulation Process (OPPTS 830.1200)
Discussion of Formation of Impurities (OPPTS 830.1400)
Preliminary Analysis (OPPTS 830.1700)
Certified Limits (OPPTS 830.1750)
Enforcement Analytical Method (OPPTS 830.1800)
Physical and Chemical Characteristics (OPPTS 830.6302-
830.7950)
MRID NO: 47029301-47029304

DECISION NO: 373758
DP BARCODE: DP338682

TEST MATERIAL: Aloe Herbal Horse Spray (a.i., 0.75% w/w citronella oil;
0.50% w/w cedarwood oil; 0.378% w/w eucalyptus oil)

PROJECT STUDY NO: MRID 47029301 - 47029303 Not provided
MRID 47029304: Study No. 3660-01
SPONSOR: Espree Animal Products, Inc., 3250 Stone Myers Parkway,
Grapevine, TX 76051

TESTING FACILITY: MRIDs 47028301 - 47029303: None
MRID 47029304 Case Consulting Laboratories, Inc., 622
Route Ten, Whippany, NJ 07981
TITLE OF REPORT: MRID 47029301: Aloe Herbal Horse Spray: Product Identity
and Composition. Source Active Ingredients
MRID 47029302: Aloe Herbal Horse Spray: Product Identity
and Composition, Beginning Materials, Formulating Process,
Formation of Impurities, Preliminary Analysis, and Certified
Limits.
MRID 47029303: Aloe Herbal Horse Spray: Waiver Request
for Enforcement Analytical Method and Storage Stability
MRID 47029304 Physical and Chemical Characteristics of
Aloe Herbal Horse Spray: Physical State, Oxidation/Reduction,
Corrosion Characteristics, pH, Viscosity and Relative Density
AUTHORS: MRIDs 47029301 - 47029303: Lewis & Harrison, LL.C
MRID 47029304: Sinning, D.J.
STUDY COMPLETED: MRIDs 47029301 - 47029303: January 3, 2007
MRID 47029304: November 28, 2006
GOOD LABORATORY MRID 47025301 A signed and dated GLP statement was
PRACTICE: included. The report is a discussion of product identity of the
source active ingredients. The information was provided to the
registrant, and the registrant does not know if GLP standards
were used.
MRID 47029302: A signed and dated GLP statement was
included. The report is a discussion and GLP standards do not
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*Inert ingredient information may be entitled to confidential treatment*

apply.

MRID 47029303: A signed and dated GLP statement was
included. The report is a waiver request, and GLP standards do
not apply.

MRID 47029304: A signed and dated GLP statement was
included. The study was conducted in compliance with GLP
standards. The test substance stability, synthesis, and
characterization are held by the sponsor, and the performing
laboratory does not know if these data conform to GLP
standards.

CONCLUSION: Aloe Herbal Horse Spray is an end use product intended to be
used to repel flies, gnats, mosquitoes, and other flying insects on
horses. CSF's for a basic and an alternate formulation were
provided. The active ingredients in both formulations (w/w) are

0.75% citronella o1l, 0.50% cedarwood oil, and 0.378%

eucalyptus oil. The inert ingredients (w/w) in the basic

formulation are

ingredients. Adequate descriptions of the beginning materials
were provided. The product is formulated by a simple blending of
the active and inert ingredients, and no impurities are formed.
Results of a preliminary analysis were not provided. In both
formulations, the upper certified limit given for [ NEGBis less
than the nominal concentration of MM in the product. In
the alternate formulation, the certified limits given for || NG
Bare incorrect. A waiver was requested for the requirement of an
enforcement analytical method. The physical and chemical
characteristics were adequately addressed, with the exception of
flammability. A waiver was requested for storage stability, and
the corrosion characteristics test is ongoing.

CLASSIFICATION: Unacceptable, but upgradeable if 1) the upper certified limit for
‘and the lower and upper certified limits for

Mare corrected on the CSF; and 2) results of a flammability test

are submitted. Results of the corrosion characteristics test must

be submitted upon its conclusion.

*CONTAINS CONFIDENTIAL BUSINESS INFORMATION*

Test Material: Aloe Herbal Horse Spray (a.i., 0.75% w/w citronella oil; 0.50% w/w
cedarwood oil; 0.378 % w/w eucalyptus oil)



*Manufacturing process information may be entitled to confidential treatment*

I. PRODUCT IDENTITY AND COMPOSITION: Aloe Herbal Horse Spray is an
end use product intended to be used to repel flies, gnats, mosquitoes, and other flying
insects on horses. CSFs for a basic and an alternate formulation were provided. The
active ingredients in both formulations (w/w) are 0.75% % citronella oil, 0 50%

cedarwood oil (given as “cedar oil” on the CSE), and 0 i

ingredients (w/w) in the basic formulation

Deficiencies: None.

II. DESCRIPTION OF BEGINNING MATERIALS: The beginning matcnals for the
basic formulation of Aloe Herbal Horse Spray are citronella oil:
eucalyptus oil;

MSDSs for the beginning

matenals were provided 1n
Deficiencies: None.

III. DESCRIPTION OF FORMULATION PROCESS: Aloe Herbal Horse Spray is
formulated in a batch process by a simple mixing of the active

Deficieneies: None.

1V. DISCUSSION OF FORMATION OF IMPURITIES: No impurities are expected to
form during the formulation process or during transport and/or storage of the product,

Deficiencies: None.
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*Inert ingredient information may be entitled to confidential treatment*

V. PRELIMINARY ANALYSIS: The registrant states on p. 4 of MRID 47029302 that
preliminary analysis is not required since the product is produced by a non-integrated
system using a registered manufacturing use product. According to the CSF and the
description of the formulation process provided in MRID 47029302, a registered
manufacturing use product is not used, and the three active ingredients are not
registered. However, the registrant provided certificates of analysis for five lots of the
three active ingredients in MRID 47029301, which satisfies the preliminary analysis
requirement.

Deficiencies: None,

VI. CERTIFIED LIMITS: Table 2 lists the nominal concentrations and certified limits
for the ingredients in Aloe Herbal Horse Spray. In both formulations, the lower
certified limit for slightly exceeds the OPPTS 830.1750-recommended
range ecommended). The upper certified limit given for || s 1ess

than the nominal concentration of [l the product. In the alternate

formulation, the certified li

mits for are given incorrectly as|jand
- instead of-and

#Data from CSF

Deficiencies: The upper certified limit fo
higher than the nominal concentration of

5

TABLE 2. Nominal CSF concentrations and lmits for Aloe Herbal Horse S pray -Basic Formulation®
Ingredients (CAS number) PC Code Purpose Concentration (% by weight)
Nominal Lower Upper
Active Ingredients
Citronella oil 021901 Active ingredient | 0.75 0.675 0.825
(CAS No. 8000-29-1)
Cedar oil 040505 Active ingredient | 0.50 043 0.55
(CAS No. 8000-27-9)
Eucalyptus oil 040503 Active ingredient | 0.378 0.340 0.416
(CAS No. 8000-48-4)
Inert ingredients

must be adjusted to a value
n the product. In the altemate
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*Inert ingredient information may be entitled to confidential treatment*

formuiati and upper certified limits for -nust be corrected to
respectively.

VII. ENFORCEMENT ANALYTICAL METHOD: The registrant requested a
waiver of the requirement for an enforcement analytical method for each active
ingredient in the product. 40 CFR 158.155(f) states that if the identity of an ingredient
cannot be specified as a discrete chemical substance (such as mixtures that cannot be
characterized) the registrant must provide sufficient information to enable the Agency
to identify its source and qualitative composition. The registrant provided
specification sheets and certificates of analysis for five lots of each active ingredient
in MRID 47029301.

Each of the active ingredients in Aloe Herbal Horse Spray is an essential oil
composed of a group of chemicals. In some cases, individual chemicals are an
integral component of more than one of the active ingredients. The registrant
provided results for a typical analysis of each of the pure essential oils in MRID
47029303. The results show that 11 of the individual chemicals are integral
components of both citronella oil and eucalyptus oil. The individual analytical results
for the essential oils also show that many of the individual chemicals are found only
at very low concentrations in the pure oil. Since each essential oil is present at a
concentration of <1% in the formulated product, many of the individual chemicals in
the essential oils will be present in the product at levels below the limits of detection.
For these reasons, the registrant does not believe that the end use product can be
analyzed for each active ingredient.

The registrant also notes that citronella oil and cedarwood oil are classified as

minimum risk pesticides under 40 CFR 152.25 (H)(1) and that
ingredients in the basic formulation e List 4A
inerts. Thus, approximately 82% of the formulated product qualifies as a minimum

risk pesticide.

Additionally, citronella oil and eucalyptus oil are designated as GRAS by FDA, and
cedarwood oil is listed as'a food additive. The alcohols and terpenes of cedarwood oil
are also considered GRAS by FDA. On p. 9 of MRID 47029303, the registrant states
that an FDA listing is included as an attachment to the report. This attachment was
not included in MRID 47029303.

Deficiencies: None.

VIII. PHYSICAL AND CHEMICAL CHARACTERISTICS:

1.

Methods: The methods used to determine the physical/chemical characteristics are
provided in Table 2.

Results: The physical/chemical characteristics of Aloe Herbal Horse Spray are

provided in Table 2. A waiver for the storage stability requirement was requested
based on the inability to analyze for the individual active ingredients in the product
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*Inert ingredient information may be entitled to confidential treatment*

(see enforcement analytical method section). The corrosion characteristics study is in
progress.

Deficiencies: To address the flammability requirement, the registrant submitted “not
applicable since Aloe Herbal Horse Spray does not contain any combustible liguids.”
The reviewer notes that the MSDSs for all the ingredients except and

give a flash point. A flammability test meeting the requirements of
OPPTS 830.6315 should be conducted. Results of the corrosion characteristics testing
will need to be submitted upon its completion.
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TABLE 3. Physicai and Chemical Properties for Aloe Herbai Horse Spray — Basic Formulation®

Guideline Reference No./Property Description of Resuif Methods
830.6302 Color Cigar, coloriess @ 25°C CCL SOP 10.12
830.6303 Physical State Liquid @ 25°C CCL SOP 10.12
830.6304 Odor Not required for EP
230.6313  Stability Not required for EP
830.6314 Oxidation/Reduction: No signs of reaction after 24 44 FR 16267
Chemical Incompatibility hrs exposure to powdered ixon,
potassium permanganate,
water, Of MORoammMoEnium
_ phosphate
830.6315 Flammability Not applicabie, product does
not contain any combustible
liquids
830.6316 Explodability Not applicable, product does
not contain any explosive
ingredients
830.6317 Storage Stability Waiver requested
830.6319 Miscibility Not applicable, product is not
to be diluted with petroleum
solvents
830.6320 Corrosion Characteristics Study in progress
830.6321 Dielectric Breakdown Voltage | Notapplicable, product not for
use around electrical
equipment
230.7000 pH 4.90 @ 25°C CCL SOP 10.17
830.7050 UV/Visible Absorption Not required for EP
8307100 Viscosity 18.266 mm?s (cSt) @ 22°C ASTM Methods D 445 and D
446
830.7200 Melting Range Not applicable, product is a
liquid
230.7220 Boiling Range Not required for EP
830.7300 Density/Reiative Density/Bulk 0.8435 @ 23°C CCL SOP 10.16
Density
830.7370 Dissociation Constant in Water Not required for EP
830.7550  Partition Coefficient Not required for EP
830.7840 Water Solubility Not required for EP
830.7950 Vapor Pressure Not required for EP

* Data from MRID 47029304

IX.

ADDITIONAL REVIEWER'S COMMENTS: None.
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DATA EVALUATION RECORD

ALOE HERBAL HORSE SPRAY

STUDY TYPE: ACUTE ORAL TOXICITY - RAT (870.1100)
MRID 47029305

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Environmental Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 07-033

Primary Reviewer:

Susan Chang. M.S. Signature: #

Date:
Secondary Reviewers:
H. Tim Borges. M.T.(A.S.C.P.). Ph.D.. D.AB.T. Signature;

Date:

. \,\

Robert H. Ross, M.S.. Group Leader Signature: 3 PSR

Date: APR™Z2 = 2007
Quality Assurance: 5
Eric Lewis. M.S. Signature:

Date:

Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

QOak Ridge National Laboratory managed and operated by UT-Battelle, 1.C., for the U.8. Department of Energy
under Contract No. DE-AC05-000R22725.
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DATA EVALUATION RECORD

EPA Secondary Reviewer:
STUDY TYPE: Acute Oral Toxicity - Rats (OPPTS 870.1100)
MRID NO: 47029305
DP BARCODE NO: DP 338682
CASE NO: Not reported
DECISION NO: 373758

TEST MATERIAL: Aloe Herbal Horse Spray (EPA Reg. No. 66963-1, 0.75%
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus
01l Eucalyptus Globulus, active mgredients)

PROJECT NO: 21101
SPONSOR: Espree Animal Products, Inc., Grapevine, TX
TESTING FACILITY: Eurofins/Product Safety Laboratories, Dayton, NJ
TITLE OF REPORT: Acute Oral Toxicity Up and Down Procedure in Rats
AUTHOR: Jennifer Durando
STUDY COMPLETED: December 28, 2006
GOOD LABORATORY GLP Compliant
PRACTICE:
CONCLUSION: The oral LDsg for female rats was greater than 5000

mg/kg.

CLASSIFICATION: ACCEPTABLE -- TOXICITY CATEGORY [V
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1I.

STUDY DESIGN:

Test Material: Aloe Herbal Horse Spray containing 0.75% Citronella Oil, 0.50% Cedar Oil,
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients

Test Animals: Three female Sprague-Dawley rats were received from Ace Animals, Inc.,
Boyertown, PA, and weighed 204-231 g on the day of dosing. The young adult animals, 11
weeks old, were housed individually in suspended stainless steel cages with mesh floors.

The animals were fed Purina Rodent Chow No. 5012. Filtered tap water was available ad
libitum. The environmental conditions of the animal room were as follows: temperature, 19-
23°C; relative humidity, 31-69%; and photoperiod, 12 hour light/dark cycle. Air changes per
hour were not reported.

Methods: Rats were ear-tagged: Nos. 3101, 3102, and 3103 and were acclimated for 23 or
24 days and fasted overnight prior to dosing. The test material (5000 mg/kg body weight)
was dosed by gavage {Table 1). Body weight was recorded prior to dosing, and on days 7
and 14. The test animals were observed for mortality and clinical signs of toxicity during the
first several hours post-dosing and at least daily for 14 days. All animals were necropsied.

RESULTS:

Mortality: All rats survived the study.

TABLE 1. Doses, mortality/animals treated

Dose (mg/kg) Males Females Combined
5660 - 0/3

Data taken from p. 10, MRID 47029305,

4.

. Body Weight: All rats gained weight during the study.

Clinjcal Observations: With the exception of one rat that had soft feces 3-4 hours post
dosing, all rats appeared active and healthy throughout the study.

Gross Necropsy: No gross abnormalities were noted at necropsy.

III. DISCUSSION:

The oral LDsgp for female rats was greater than 3000 mg/kg. This places Aloe Herbal Horse
Spray in TOXICITY CATEGORY IV. The packet classification is ACCEPTABLE.
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DATA EVALUATION RECORD

ALOE HERBAL HORSE SPRAY

STUDY TYPE: ACUTE DERMAL TOXICITY - RAT (870.1200)
MRID 47029306

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Environmental Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 07-033

Primary Reviewer:
Susan Chang. M.S.

Secondary Reviewers:

H. Tim Borges, M.T.(A.S.CP.). Ph.D.. D.ARBT.

Date:
Robert H. Ross. M.S.. Group Leader Signature:

Date:
Quality Assurance: =P, 4
Eric Lewis, M.S. Signature: L

Date: APR 2 6 2001

Disclaimer

Signature:

This review may have been altered subsequent to the contractor’s signatures above.

‘Oak Ridge National Laboratory managed and operated by UT-Battelle, LLC., for the U.S. Department of Energy

under Contract No. DE-AC03-000R22725.

47



DATA EVALUATION RECORD

EPA Secondary Reviewer:
STUDY TYPE: Acute Dermal Toxicity - Rats (OPPTS 870.1200)
MRID NO: 47029306
DP BARCODE NO: DP 338682
CASE NO: Not reported
DECISION NO: 373758
TEST MATERIAL: Aloe Herbal Horse Spray (EPA Reg. No. 66963-1, 0.75%
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus
Oil Eucalyptus Globulus, active ingredients)
PROJECT NO: 21102
SPONSOR: Espree Animal Products, Inc., Grapevine, TX
TESTING FACILITY: Eurofins/Product Safety Laboratories, Dayton, NI
TITLE OF REPORT: Acute Dermal Toxicity Study in Rats — Limit Test
AUTHOR: Jennifer Durando
STUDY COMPLETED: December 20, 2006
GOOD LABORATORY GLP Compliant
PRACTICE:
CONCLUSION: The dermal LDsq for males, females, and combined was
greater than 5000 mg/kg.
CLASSIFICATION: ACCEPTABLE -- TOXICITY CATEGORY IV
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IL

~ STUDY DESIGN:

. Test Material: Aloe Herbal Horse Spray containing 0.75% Citronella Oil, 0.50% Cedar Oil,

and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients.

. Test Animals: Five male and five female Sprague-Dawley rats were received from Ace

Animals, Inc., Boyertown, PA, were assigned to groups, and weighed 247-254 g (males)
and 190-206 g (females) on the day of treatment. The young adult animals, 8-9 weeks old,
were housed individually in suspended stainless steel cages with mesh floors. The animals
were fed Purina Rodent Chow No. 5012 and filtered tap water was available ad libitum.
The environmental conditions of the animal room were as follows: temperature, 20-23°C;
relative humidity, 30-70%; and photoperiod, 12 hour light/dark cycle. Air changes per hour
were not reported.

Methods: Rats were ear-tagged: Male — Nos. 3201 to 3205, Female — Nos. 3206 to 3210.
The rats were acclimated for 9 days. The test material (5000 mg/kg body weight) was
applied evenly over a 2 inch x 3 inch area (approximately 10% of the hody surface) on the
dorsal trunk and the treatment site covered with a gauze pad. The gauze pad and entire
trunk were wrapped with Durapore tape. The coverings were removed after 24 hours and
excess test material removed. The test animals were observed during the first several hours
after treatment for mortality, signs of gross toxicity, and behavior changes and daily
thereafter for 14 days. The rats were weighed prior to treatment and on days 7 and 14. The
rats were euthanized on day 14 and necropsied.

RESULTS:

Mortalitv: All rats survived the study.

R
i TABLE 1. Doses, mortality/animals treated

| Dose (mg/kg) Males Females Combined

'{ 5000 075 o/5 0/10

Data taken from p. 12, MRID 47029305,

2.

3.

4.

Clinical Observations: Erythema and edema were noted at the dose site on two males and
five females on days I, 2, 3, and/or 4. All rats appeared active and healthy throughout the
study.

Body Weight: All rats gained weight during the study.

Gross Necropsy: No gross abnormalities were noted at necropsy.

Ii1. BISCUSSION:
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The acute dermal LDsp for males, females, and combined was greater than 5000 mg/kg.
This places Aloe Herbal Horse Spray in TOXICITY CATEGORY I'V. The packet
classification is ACCEPTABLE.
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DATA EVALUATION RECORD

ALOE HERBAL HORSE SPRAY

STUDY TYPE: ACUTE INHALATION TOXICITY - RAT (870.1300)
MRID 47029397

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Environmental Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 07-033

Primary Reviewer:

Susan Chang, M.S. Signature:
Date:
Secondary Reviewers:
H. Tim Borges. M.T.(A.S.C.P). Ph.D..D.AB.T. Signature:
Date:
Robert H. Ross. M.S_, Group Leader Signature:
Date: : - o
Quality Assurance: =, 0 g
Eric Lewis, M.S. Signature: - iy
Date: APR 2 6 2001
Disclaimer

This review may have been altered subsequent to the contractor’s signatures above,

QOak Ridge National Laboratory managed and operated by UT-Battelle, LC., for the U.S, Department of Energy

under Contract No. DE-AC05-000R22725.
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DATA EVALUATION RECORD

EPA Secondary Reviewer:
STUDY TYPE: Acute Inhalation Toxicity - Rats (OPPTS 870.1300)
MRID NO: 47029307
DP BARCODE NO: DP 338682
CASE NO: Not reported
DECISIONNO: 373758
TEST MATERIAL: Aloe Herbal Horse Spray (EPA Reg. No. 66963-1, 0.75%
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus
Oil Eucalyptus Globulus, active ingredients)
PROJECT NO: 21103
SPONSOR: Espree Animal Produets, Inc., Grapevine, TX
TESTING FACILITY: Eurofins/Product Safety Laboratories, Dayton, NJ
TITLE OF REPORT: Acute Inhalation Toxicity Study in Rats ~ Limit Test
AUTHOR: Jennifer Durando
STUDY COMPLETED: December 20, 2006
GOOD LABORATORY GLP Compliant
PRACTICE:
CONCLUSION: The inhalation I.Csq for males, females, and combined
was > 2.06 mg/L.
CLASSIFICATION: ACCEPTABLE -- TOXICITY CATEGORY IV
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STUDY DESIGN:

. Test Material: Aloe Herbal Horse Spray containing 0.75% Citronella Oil, 0.50% Cedar O1il,
and 0.378% Eucalyptus O1l Eucalyptus Globulus as active ingredients.

. Test Animals: Five male and five female Sprague-Dawley rats were received from Ace
Ammals, Inc., Boyertown, PA, were assigned to groups, and weighed 254-266 g (males)
and 180-225 g (females) on the day of treatment. The young adult animals, 8-9 weeks old,
were housed individually in suspended stainless steel cages with mesh floors. The animals
were fed Purina Rodent Chow No. 5012. Tap water was available ad libitum. The
environmental conditions of the animal room were as follows: temperature, 14-22°C;
relative humidity, 30-66%; and photoperiod, 12 hour light/dark cycle. Air changes per hour
were not reported.

. Methods: Rats were ear-tagged: Male — Nos. 3301 to 3305; Female — Nos. 3306 to 3310,
The rats were acclimated for 10 days prior to exposure. The animals were exposed to the
concentration shown in Table 1. The rats were exposed nose-only in a Mini Nose-Only
Inhalation Chamber (ADG Developments Ltd) for four hours and one minute. They were
observed during exposure, upon removal from the chamber, and at least once daily
thereafter for 14 days. They were weighed prior to test material exposure and on days 7 and
14, All rats were sacrificed and necropsied on day 14.

TABLE 1. Concentrations, exposure conditions, mortality/animals treated

222‘;““1 ngl‘c’ MMAD | GSD z;';’::;i Temp | Humiaity -Mortafity
{mg/L} {mg/L) (jum) (um) {%) ¢y (%) Male Female Combined
13.08 2.06 2.4-26 1.87- ~83 21-22 53-57 /5 0/5 0/1¢
1.90
RN

Data taken from Tables 4-6, pp. 9, 11, and 16-18, MRID 46523206.

Generation of the test atmosphere and description of the chamber: The exposure
atmosphere was generated using a 1/4 inch JCO atomizer (Spraying Systems Inc.), FC3
fluid cap and AC1502 air cap (Robert Miller Associates), The test material was metered to
the atomization nozzle through Tygon tubing using a pump. Filtered air was supplied by an
air compressor connected to the spray atomization nozzle. Additional filtered compressed
mixing air was supplied directly to the exposure chamber from a compressed air tank. The
average total airflow was 25.6-25.9 liters/min and the nose-only exposure chamber volume
was 6.7 L. Time to equilibrium was approximately 1 min.

Test atmosphere concentration: During exposure, gravimetric samples were collected
from the breathing zone of the animals six times, using glass fiber filters. Filter papers were
weighed before and after collection to determine the mass collected. The value was divided
by the total volume of air sampled to determine the chamber concentration. The average
results are in Table 1 above.
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1L

3.

4.

Particle size determination: Particle size for each exposure concentration was determined
twice using an eight-stage Andersen cascade impactor. The test material concentration
collected at each stage was deternuned gravimetrically. The mass median acrodynamic
diameter and geometric standard deviation were determined graphically using two-cycle
logarithmic probit axes. Results are in Table 1 above.

RESULTS:

. Mortality: All rats survived the study.

Clinical Observations: Clinical signs of toxicity were not reported for the period during
exposure. [rregular respiration, hunched posture, moist rales, and/or hypoactivity were
observed upon removal of the animals from the chamber. All animals had reduced fecal
volume on Days 1 and/or 2 with recovery by Day 4 and appeared active and healthy
throughout the rest of the observation period.

Body Weight: All rats gained weight during the study.

Gross Neeropsy: No gross abnormalities were noted at necropsy.

1I1. DISCUSSION:

The inhalation L.Cso for males, females, and combined was > 2.06 mg/L. This places Aloe
Herbal Horse Spray in TOXICITY CATEGORY IV. The packet classification is
ACCEPTABLE.
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Primary Reviewer:
Susan Chang. M.S. Signature:

Secondary Reviewers:
H. Tim Borges. M.T.(A.S.C.P.). Ph.D.. D.A B.T. Signature:

DATA EVALUATION RECORD

ALOE HERBAL HORSE SPRAY

STUDY TYPE: PRIMARY EYE IRRITATION - RABBIT (870.2400)
MRID 47029308

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Environmental Sciences Division
Oak Ridge National Laboratory
Qak Ridge, TN 37831
Task Order No. 67-033

Date:

Date:
Robert H. Ross, M.S.. Group [eader Signature:
Date:
Quality Assurance:
Eric Lewis, M.S, Signature:
Date:
Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Oak Ridge National Laboratory managed and operated by UT-Battelle, LLC., for the U.S. Department of Energy
under Contract No. DE-AC05-000R22725.
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DATA EVALUATION RECORD

EPA Secondary Reviewer:
STUDY TYPE: Acute Eye Irritation - Rabbits (OPPTS 870.2400)
MRID NO: 47029308
DP BARCODE NO: DP 338682
CASE NO: Not reported
DECISION NO: 373758

TEST MATERIAL: Aloe Herbal Horse Spray (EPA Reg. No. 66963-1, 0.75%
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus
Oil Eucalyptus Globulus, active ingredients)

PROJECT NO: 21104
SPONSOR: Espree Animal Products, Inc., Grapevine, TX
TESTING FACILITY: Eurofins/Product Safety Laboratories, Dayton, NJ
TITLE OF REPORT: Primary Eye Irritation Study in Rabbits
AUTHOR: Jennifer Durando
STUDY COMPLETED: December 20, 2006
GOOD LABORATORY GLP Compliant
PRACTICE:
CONCLUSION: Corneal opacity was noted on 1/3 rabbits at 1 and 24
hours after test material instillation with resolution by 48
hours. Iritis was noted on 3/3 rabbits one hour after test
material instillation with resolution on one rabbit by 48
hours and on two rabbit by 72 hours. Positive
conjunctival irritation (score 2 or 3} was noted one hour
after test material instillation with resolution on one
rabbit by 48 hours and on the other rabbits by 72 houss.
The maximum average score was 18.0 at one hour after
test material 1nstillation. Aloe Herbal Horse Spray was
moderately irritating,
CLASSIFICATION: ACCEPTABLE -- TOXICITY CATEGORY Iil




1I.

STUDY DESIGN:

Test Material: Aloe Herbal Horse Spray containing 0.75% Citronella O1il, 0.50% Cedar Oil,
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients.

Test Animals: Three male young adult New Zealand White rabbits were received from
Robinson Services, Inc., Clemmons, NC. The animals were housed individually in
suspended stainless steel cages with mesh floors. The animals were fed Pelleted Purina
Rabbit Chow No. 5326. Filtered tap water was available ad libitum. The environmental
conditions of the animal room were as follows: temperature, 19-22°C; relative humidity, 48-
72%; and photoperiod, 12 hour light/dark cycle. Air changes per hour were not reported.

. Methods: The rabbits were ear-tagged: Nos. 3401 to 3403 and were acclimated for 14 days.

The test material (0.1 mL/eye/animal) was applied in the conjunctival sac of the right eye,
and the eye held closed for approximately one second. The left eve served as control. The
eyes were examined and scored 1, 24, 48 and 72 hours and at 4 days after test material
instillation.

RESULTS:
Mortalifv: All rabbits survived the study.

QOcular Lesions: Corneal opacity was noted on 1/3 rabbits at 1 and 24 hours after test
material instillation with resolution by 24 hours (Table 1). Iritis was noted on 3/3 rabbits
one hour after test material instillation with resolution on one rabbit by 48 hours and on two
rabbit by 72 hours (Table 2). Positive conjunctival irritation {score 2 or 3) was noted one
hour after test material instillation with resolution on one rabbit by 48 hours and on the other
rabbits by 72 hours . The maximum average score was 18.0 at one hour after test material
instillation (Table 3).

TABLE 1. Individual Male (M) and Female (F) Eye Scores w/ Time: Cornea (A=Deusity of Opacity,
B=Area of Opacily)

No.

Aunimal 1 hour 24 hours 48 hours 72 hours 4 days

B A

A A
3401 0 0 4
3402 0 0 4

R I 1)

Lo Ko T e T S
N O O S -
Fo A -
o e o ik
FN -

0
0
3403 I 1 I ] 0

57




TABLE 2. Summary of Eye Irritation Scores with Time: Conjunctiva and Iris

Score Conditions 1 hour 24 hours 48 hours 72 hours 4 days
Conjunctiva
Erythema 2 2 Ito2 I 0
Chemosis 1to2 1 Otol 0 0
Discharge 2-3 lto2 Oto ] 0 ]
Iris I 1 Oto ] 0 0
Irritation score is based on Draize Method
Scale for Scoring Ocular Lesions
Cornea
A. Opacity-degree of density (area most dense taken for reading)
No Opacity ... S {
Scattered or dlfﬁzse area, detalls of iris clearly vmble T
Easily discernible transhucent areas, details of iris sl]ﬂhtly obseured e e e et 2
Opalescent areas, no details of iris visible, size of pupil barely dlscemlble 3*
Opaque, IS INVISIDLE ..ot eanbe e eessscneees B
B. Area of cornea involved
One quarter (or less) but not zero.. crevere e s ey ol
Greater than one quarter, but less thar: half 2
Greater than half, but less than three quarters w3
Greater than three quarters, up to whole area.. .
Score=AxBx3 Total Maximum Score = 80
Iris
A. Values
Normal... . veernie.0
Folds above normal congestlon swellmg, cu'cumcomeal 1n3 ection (any or all of these or eombznatl on
of any thereof), iris still reacting to light (sluggish reaction is positive).... reetrerrrrsteeemersreniesnennes 1F
No reaction to light, hemorrhage, gross destruction (any or all ofthese) 2%
Score=A x5 Total Maximum Score = 10
Conjunctivae
A. Redness (refers to palpebral and bulbar conjunctivae excluding cornea and iris)
Vessels normal ... - ..0
Vessels deﬁmteiy 1njected abo ve normal ceeeres |
More diffuse, deeper crimson red, 1nd1v1dual vessels not easily dlscermble crerns 2%
Diffuse beefy red... e 3%
B. Chemosis
No swelling ... .0
Any swelling above normal (mcludes metltatmCI membrane) |
Obvious swelling with partial eversion of lids... e 2F
Swelling with lids about half closed .. e 3
Swelling with lids about half closed to completely closed e
C. Discharge
No discharge ... veeenerrerns 0
Any amount dlfferent from normal (does not mclude small a.mounts observed in inner canthus of
normal animats) ... o |
Discharge with molstenmCI of the llds and hazrs Just adjacent to llds et aeneatans 2
Discharge with moistening of the lids and hairs, and considerable area around the eye .3

Score=(A+B+C)x2 Total Maximum Score = 20

* represents a positive response
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TABLE 3. Summary of Total’ and Primary Eye Irritation Scores with Time

Animal # 1 hour 24 hours 48 hours 72 hours 4 days
3401 15 13 11 2 0
3402 15 13 4 2 0
3403 24 20 5 2 0

Average scores” 18.0 13.3 8.0 2.0 0.0

*Formula: Total Irritation Score = 1 + II + 11, where,

[ = Corneatl Score = [Density (A) x Area (B)] x 5

IT = Iris Score = Severity x 3

I11 = Conjunctival Score = [Erythema (A) + Chemosis (B) + Discharge (C)] x 2
®Average Primary lrritation = Sum of Total Irritation Scores + 3

HI. DISCUSSION:

Corneal opacity was noted on 1/3 rabbits at 1 and 24 hours after test material instillation
with resolution by 48 hours. Iritis was noted on 3/3 rabbits one hour after test material
instillation with resolution on one rabbit by 48 hours and on two rabbit by 72 hours.

Positive conjunctival irritation {score 2 or 3) was noted one hour after test material

instillation with resolution on one rabbit by 48 hours and on the other rabbits by 72 hours.
The maximum average score was 18.0 at one hour after test material instillation. Aloe
Herbal Horse Spray was moderately irritating and is in TOXICITY CATEGORY III. The

packet classification is ACCEPTABLE.
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DATA EVALUATION RECORD

ALOE HERBAL HORSE SPRAY

STUDY TYPE: PRIMARY DERMAL IRRITATION - RABBIT (870.2500)
MRID 47029309

Prepared for

Biopesticides and Pollution Prevention Division
Office of Pesticide Programs

U.S. Environmental Protection Agency

One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group

Environmental Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 07-033

Primary Reviewer:

Susan Chang, M.S. Signature:
Date:

Secondary Reviewers:

H. Tim Borges. M. T.(A.S.C.P.). Ph.D.. D.ARB.T. Signature:
Date:

Robert H. Ross. M.S.. Group [ eader Signature:
Date:

Quality Assurance:

Eric Lewis. M.S. Signature:
Date:

Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Oak Ridge National Laboratory managed and operated by UT-Battelle, LLC.,, for the U.S. Department of Energy

under Coniract No. DE-ACO5-000R22725,
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DATA EVALUATION RECORD

EPA Secondary Reviewer:
STUDY TYPE: Primary Dermal Irritation - Rabbits (OPPTS 870.2500)
MRID NO: 47029309
DP BARCODE NO: DP 338682
CASE NO: Not reported
DECISION NO: 373758
TEST MATERIAL: Aloe Herbal Horse Spray (EPA Reg. No. 66963-1, 0.75%
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus
Oil Eucalyptus Globulus, active ingredients)
PROJECT NO: 21105
SPONSOR: Espree Animal Products, Inc., Grapevine, TX
TESTING FACILITY: Eurofins/Product Safety Laboratories, Dayton, NJ
TITLE OF REPORT: Primary Skin Irritation Study in Rabbits
AUTHOR: Jennifer Durando
STUDY COMPLETED: December 20, 2006
GOOD LABORATORY GLP Compliant
PRACTICE:

CONCLUSION: Well defined moderate to severe erythema was noted on
all rabbits 30-60 minutes after patch removal that
persisted through day 14, Clearance on two rabbits was
noted by day 14. Slight edema was noted on all animals
30-60 minutes after patch removal with clearance by Day
14. The primary irritation index was 3.8.

CLASSIFICATION: ACCEPTABLE ~- TOXICITY CATEGORY III

I STUDY DESIGN:

1. Test Material: Aloe Herbal Horse Spray containing 0.75% Citronella Oil, 0.50% Cedar Oil,
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients.

. Test Animals: Three female young adult New Zealand White rabbits were received from
Robinson Services, Inc., Clemmons, NC. The animals were housed individually in
suspended stainless steel cages with mesh floors. The animals were fed Pelleted Purina
Chow No. 5326. Filtered tap water was available ad libitum. The environmental conditions
of the animal room were as follows: temperature, 19-22°C; relative humidity, 46-72%; and
photoperiod, 12 hour light/dark cycle. Air changes per hour were not reported.
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3. Methods: The rabbits were ear-tagged, Nos. 3501to 3503, and were acclimated for 8 days.
The fur on the dorsal trunk of each rabbit was clipped on the day prior to treatment. The
rabbits were treated with 0.5 mL of test material applied on a 6 cm? clipped intact site, and

the site covered with gauze pad. The pad and entire trunk were wrapped with a semi-

occlusive Micropore tape and Elizabethan collars were placed on the rabbits. The covering
and the collar were removed four hours later and the site cleansed to remove any residual test
material. The animals were observed at ieast once daily for gross toxicity and behavior
changes during the study. Dermal examination was recorded at 1, 24, 48, and 72 hours and

at 7, 10, and 14 days after removal of the patch.
II. RESULTS:

1. Mortality: All rabbits survived the study.

2. Dermal responses: Well defined erythema was noted on 2/3 rabbits 30-60 minutes after
patch removal that persisted through 72 hours. The erythema reduced on one rabbit by
Day 7 and persisted on one rabbit through Day 14. The third rabbit had well defined
erythema 30-60 minutes afier patch removal, moderate to severe erythema by 24 hours,
well defined erythema at 72 hours, that reduced to very slight erythema by Day 10. The

primary irritation index was 3.8,

Irritation Sceres:

TABLE 1. Summary of individual rabbit’s dermal irritation scores with time
Hours Days
Animal Nos. 1 24 48 72 7 10 14

3501 29 2/2 2/1 21 /1 /1 1/0

3502 2/2 2/2 2/2 21 1/1 0/0 /0

3503 2/2 372 2/2 21 i/1 1/0 0/0
Datataken from Table 1, p. 13, MRID 47029309.
*Erythema/Edema

Description of rating method:

Evaluation of Skin Reaction: Score
Erythema formation:
No erythema.... OO PO PUPPUPUPPIRROROONN ¢
Very slight erythema (barely perceptlble) DO OO OO REORR |
Well-defined erythema... . i
Moderate to severe e:ythema e 3
Severe erythema (beet redness) to sllght eschar formazlon (m_l uries in depth) b
Edema Formation;
No edema .. e
Very slight edema (barely perceptlble) e 1
Slight edema {edges of area well- def‘ned by def'mte ralsmg) -
Moderate edema {raised approximately 1 mm)... . TR SO PO PTOTTPR.
Severe edema {raised by more than 1 mm cxtcndlnCI beyond the area of exposure).......‘........................‘.............4
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I DISCUSSION:

Well defined erythema was noted on 2/3 rabbits 30-60 minutes hour after patch removal that
reduced to very slight erythema on one rabbit through Day 7 with clearance by Day 10 and
on another rabbit through Day 14. The third rabbit had well defined erythema 30-60 minutes
after patch removal, moderate to severe erythema by 24 hours, well defined erythema by 48
and 72 hours, that reduced to very slight erythema by Day 10 with clearance by Day 14.
Slight edema was noted on all animals 30-60 minutes after patch removal that persisted on
some animals through Day 14. The primary irritation index was 3.8. Aloe Herbal Horse
Spray was moderately irritating and is in TOXICITY CATEGORY IL The packet
classification is ACCEPTABLE.
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DATA EVALUATION RECORD

ALOE HERBAIL HORSE SPRAY

STUDY TYPE: SKIN SENSITIZATION - GUINEA PIG (870.2600)
MRID 47029310

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Environmental Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 07-033

Primary Reviewer:

Susan Chang. M.S. Signature®
Date:

Secondary Reviewers:

H. Tim Borges. M.T.(A.S.CP.). Ph.D.. D.AB.T. Signature:
Date:

Robert H. Ross. M.S.. Group Leader Signature? o
Date:

Quality Assurance:

Eric Lewis, M.S. Signature:
Date:

Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Ozk Ridge National Laboratory managed and operated by UT-Battelle, LLC., for the U.S, Department of Energy
under Contract No, DE-ACO03-000R22725. 64



DATA EVALUATION RECORD

EPA Secondary Reviewer:
STUDY TYPE: Skin Sensitization - Guinea Pigs (OPPTS 870.2600)
MRID NO: 47029310
DP BARCODE NO: DP 338682
CASE NO: Not reported
DECISION NO: 373758
TEST MATERIAL: Aloe Herbal Horse Spray (EPA Reg. No. 66963-1, 0.75%
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus
Qil Eucalyptus Globulus, active ingredients)
PROJECT NO: 21106
SPONSOR: Espree Animal Products, Inc., Grapevine, TX
TESTING FACILITY: Eurofins/Product Safety Laboratories, Dayton, NJ

TITLE OF REPORT:

AUTHOR:
STUDY COMPLETED:

GOOD LABORATORY
PRACTICE:

CONCLUSION:

CLASSIFICATION:

Dermal Sensitization Study in Guinea Pigs (Buehler
Method)

Jennifer Durando
December 20, 2006
GLP Compliant

After three consecutive weekly inductions, the test
animals showed positive signs of irritation 24 and 48
hours after challenge. Aloe Herbal Horse Spray was a
dermal sensitizer.

ACCEPTABLE
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IL.

1.

2.

3.

STUDY DESIGN:

. Test material: Aloe Herbal Horse Spray containing 0.75% Citronella Oil, 0.50% Cedar Oil,

and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients.

Test animals: Thirty female Hartley guinea pigs were received from Elm Hill Breeding
Labs, Chelmsford, MA, were assigned to groups, and weighed 318-403 g at experiment start.
The body weight was not reported for four males that were used for preliminary irritation
testing. The young adult animals were housed individually in suspended stainless steel cages
with mesh or plastic perforated floors. The animals were fed pelleted Purina Guinea Pig
Chow No. 5025, Filtered tap water was available ad libirum. The environmental conditions
of the animal room were as follows: temperature, 19-22°C; relative humidity, 48-75%; and
photoperiod, 12 hour light/dark cycle. Air changes per hour were not reported.

Methods: Male and Female guinea pigs were marked with color codes and grouped:
Preliminary irritation testing — Nos. 3680 to 3683 (males); Test — Nos. 3601 to 3620
(females); Naive Control — Nos. 3621 to 3630 (females). The guinea pigs were acclimated
for 7-39 days. The animals were induced and challenged according to the method of
Buehler. From the results of the preliminary irritation testing, undiluted test material was
used for induction and challenge. The dorsal and flank areas of 20 test guinea pigs and 10
naive control animals were clipped prior to each treatment. For the induction, 0.4 mL
undiluted test material was applied to the animal using a Hill Top Chamber secured with
non-allergenic adhesive tape. The chamber and excess test material were removed after six
hours. The procedure was repeated once each week for three consecutive weeks. Twenty-
seven days after the first induction, the test animals were challenged with 0.4 mL of
undiluted test material under occlusion to naive sites. At challenge, a naive control group (10
animals) was treated with 0.4 mL of undiluted test material. Reactions were scored at
approximately 24 and 48 hours following induction and challenge application.

RESULTS:
Mortality: All animals survived the study.
Body Weight: All animals gained weight during the study.

Skin Effects: Very faint usually non-confluent erythema was noted on 8/20 test animals 24
hours after the first induction with clearance on 4/12 animals by 48 hours. Very faint usually
non-confluent erythema was noted on 12/20 test animals 24 hours after the second induction
that persisted through 48 hours. Very faint usually non-confluent erythema and faint usually
confluent erythema were noted on 11/20 and 8/20 test animals, respectively, 24 hours after
the third induction and on 15/20 and 3/20 test animals, respectively, 48 hours after the third
induction. Faint usually confluent erythema was noted on | 1/20 test animals 24 hours after
challenge and on 9/20 test animals 48 hours after challenge. Very faint usually non-
confluent erythema was noted on 6/10 naive control animals 24 hours after challenge with
clearance on four amimals by 48 hours.
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TABLE 1. Summary of Individual Erythema Challenge Scores with Time *

i

*Number of animals affected

Evaluation score is based on Buehler Grading Scale.

Scale for Scoring Skin Reaction

Buehler sensitization scoring scale

Erythema
No reaction

Very faint, usually BOBCORTIUGTIE ...uccc ettt et s e et e e e s b s rna s
Faint, USUAILY COMTILETIE .o.viiie ettt e e s b et am g h 20 et a R S0 dramtaamr Ao e s e

Moderate .......covevnee

Severe With OF WITROUL BARIMB oot eerertsttib st e e vt st eame st rr e b s e samm e s ataa et st aas e emneansrrarnaddsheimmeesensass

IIL. DISCUSSION:

Score

W bt — Lh

After three consecutive weekly inductions, the test animals showed positive signs of
reactivity while the naive control animals showed no positive signs of reactivity 24 and 48
hours after challenge. The study included an alpha-hexylcinnamaldehyde (HCA) positive
control study which was carried out within six months of the study and the resuits were
appropriate. Aloe Herbal Horse Spray was a dermal sensitizer. The packet is classified as

ACCEPTABLE.
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24 hours o 48 hours
Erythema Score 03 1.0 20 0.5 1.0 2.0
Treated g 11 0 8 9 0
Naive Control 6 0 0 2 0 0



SUPER GUARD 3535 INSECT REPELLENT - Master Label PAGE 1 of 2

SUPER GUARD 3535
INSECT REPELLENT

~ OPTIONAL LANGUAGE ~

NEW [claim would be valid for 6 months from the date of the first product shipment]
Sun Block With Insect Repellent
Repels (mosquitoes)(for) Up to 8 Hours
Dries Instantly * Waterproof* Pleasant Fragrance x DEET Free % SPF 30 PABA Free
- Contains 20% IR3335 Insect Repellent
Contains Aloe and Vitamin E to sootlie and naturally moisturize skin
Hypoallergenic * Non-comedogenic - won't clog pores
Waterproof & Sweatproof* All Day Waterproof and Sweatproof protection
{8 hour) UVA / UVB Protection
Dries Instantly - no greasy residue
Easy to use spray formula for no hassle application
Light spray gel won't drip - or cause your grip to slip
Pleasant fragrance (scent may be defined)

Suitable for the entire family (See Directions)* Quick dry waterproof spray
DEET Free formula doesn't require washing off of skin upon refurn to indoors.
Repels mosquitoes that may (carry) (transmit) the West Nile virus (encephalitis) (diseases).
Provides effective, dependable, and long lasting repellency against mosquitoes.

(Company Name) Sun Block with Insect Repelient formula provides all day waterproof SPF 30 sun
protection and repels mosquitoes for up to 8 hours. Gentle formula does not need to be washed off
when returning from the outdoors. Pleasant fragrance.

ACTIVE INGREDIENT:

3-((N-butyl-N-acetyl}-amino

propionic acid ethyl ester® ... 20%
OTHER INGREDIENTS: ..., 80%
TOTALE oot sti st bbbttt en bbb 100%

*IR3535® Insect Repellent

Keep Out of Reach of Children
CAUTION

See back panel for additional precautionary statements.

Net Weight 24,6,8,12,15,and 32 fl. oz.
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SUPER GUARD 3535 INSECT REPELLENT - Master Label PAGE 2 of2

FIRST AID

If In Evyes: + Hold eye open and rinse slowly and gently with water for 15-20 minutes.

» Remove contact lenses, if present, after the first 5 minutes, then continue
rinsing the eye.

» Call a poisen control center or doctor for treatment advice,

HOTLINE NUMBER
Have product container with you when calling for help or going for treatment.
Questions 777: 800-940-4464 , Weekdays from 9-5 EST.

NOTE: The First Aid stalemenl’s grid format will always be used if market label space permits; olherwise a paragraph
format witt be used.,

PRECAUTIONARY STATEMENTS:

HAZARDS TO HUMANS: CAUTION: For external use only. Causes moderate eye irritation.
Do not get in eyes. Use on children under 6 months of age only with the advice of a physician.
PHYSICAL OR CHEMICAL HAZARDS: Flammable. Keep away from heat and open flame.
Contains alcohol. Aveid contact with plastics.

DIRECTIONS FOR USE: 1t is a violation of Federal law to use this product in a manner
inconsistent with its labeling.

Apply liberally and evenly over dry, exposed skin. Do not spray directly on face. Spray on palm of
hand and apply te face. An adult must apply this product to children under 10. For continued
protection from mosquitoes, reapply after & hours. For sunscreen protection, reapply after toweling
off or as needed. Do not exceed 7 applications per day for adults, 3 applications per day for
children.

STORAGE: Steore in a cool, dry place in tightly closed container.

DISPOSAL: If empty: Do not reuse this container. Place in trash or offer for recycling if
available. If partly filled: Call your local solid waste agency or 1-800-CLEANUP for disposal
instructions. Never place unused product down any indocer or outdoor drain.

ACTIVE SUNSCREEN INGREDIENTS: Octinoxate (7.5%), Octisalate (5%), Octocrylene
(10%), Oxybenzone (6%). INACTIVE INGREDIENTS: acrylates/octylacrylamide copolymer,
SD alcoheol 40 (48.67%), aloe barbadensis leaf extract, C12-15 alkyl benzoate, fragrance, isopropyl
palmitate, tocopheryl acetate.

ASSOCIATED REGISTRATIONS, P.O. Box 188; Safety Harbor, FL 34695, 1-800-356-7811
EPA Reg. No. 54287- EPA Est. 54287-FL-1
1R3535® is a registered trademark of Merck KgaA.

S4I8T-XSGISISINITIALDODT06-ravised [22606-EFA
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CyberRegs - Managing Reeulatory Change Through Technology Page 1 of 1

40 CFR Part 158, Section 155, Paragraph (f)

[Send to printer | Save to compuder|

(f) Ingredients that cannot be characterized. If the identity of any ingredient or impurity cannot be
specified as a discrete chemical substance (such as mixtures that cannot be characterized or isomer
mixtures), the applicant must provide sufficient information to enable EPA to identify its source and
gualitative composition.

License terms - Privacy policy
Cifck frara for copyright € Information.

http://cyberregs citation.com/cgi-exe/cpage.dll ?pg=cutnbdrx&rp=d:%5C%5Cwebcontent... 4Z’92007



U.S.EPA/OPP Pesticide-R=lated Database Queries - NPIRS __ Page 1 of 2

Home About Services Meetings PFIS State Links Subscribe Contact

Chemical Ingredients

Search Criteria: 8000-27-9

PC Code; 40505
Possible Names for this Chemical;

» Cedarwood cil
» CAS Reg. No. 8000-27-9
» Juniperus virginiana oil

Display: & Active Registrants Only € All Registranss . :Get Company info

These e
of the dif
at the |

NPIRS® is a registered trademark of the National Pesticide Information Retrieval System.
Copyright © 1998-2007, Purdue Research Foundation. All Rights Reserved.

http://ppis.ceris.purdue.edu/htbin/cnamkeys.com 4/16/2007



U.S.EPA/OPP Pesticide-Related Database Queries - NPIRS __ Page 1 of 2

 Dublic

mation Retieval System...

Home About Services Meetings PPIS State Links Subscribe Contact

Chemical Ingredients

Search Criteria: 8000-48-4

PC Code: 40503
Possible Names for this Chemical:

» Qil of eucalyptus
» CAS Reg. No. 8000-48-4

Display: ® Active Registrants Only ¢ All Registrants ___ Get Company info *
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NPIRS® is a registered trademark of the National Pesticide Information Retrieval System.
Copyright © 1998-2007, Purdue Research Foundation. All Rights Reserved.

http://ppis.ceris.purdue.edu/htbin/cnamkeys.com 4!76?2007



U.S.EPA/OPP Pesticide-R~lated Database Queries - NPIRS _ Page 1 of 2

bl

ticide Information Retrieval System...

Contact

Subscribe

Home About Services Meetings PPIS State Links

Chemical Ingredients

Search Criteria: 8000-29-1

PC Code: 21901
Possible Names for this Chemical:

« Qil of citronella

o CAS Reg. No. 8000-29-1
« Citronella oils

» #5562-PBA Polybeads

Display: ® Active Registrants Only ¢ All Registrants ___Get Company Info.

Entor
explains
pest su

manag
West

NPIRS® is a registered trademark of the National Pesticide Information Retrieval System.
Copyright © 1998-2007, Purdue Research Foundation. All Rights Reserved.
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Todd To Catherine Rica <crice@lewisharrisan.coms>

Peterson/DC/AUSEPAUS
cc Yodd Peterson/DC/USEPAUS@EPA
t0/11/2006 02:49 PM
bee

Subject RE: Espree Aloe Herbal Horse Spray

Hi Cathy,

Comments gleaned right from the horses mouth (5o to speak ... that's an appropriate expression don't you
think sal).

Anyway, read the following for ideas and general comments. |'ve copied these from other e-mails so they
are in the words of the individual whose name precedes the comments!

Russ

In regard to #2. in minutes: Since product is a spray, registrant will need to address exposure to
non-targets if product is applied outdoors. If product is labeled to be applied only indoors {in stalls, barns,
etc., there are no non-targetissues,

Roger

The answer to the first question is, we would need efficacy data if the labe! claimed to repel public health
pests.

There might be telerance issues, hut that would create the need for additiona! data. For example, we
would need a subchranic toxicity study by the oral route for the TGA! and a developmental toxicity study
with the TGA to satisfy FQPA requirements for risk assessment(i.e., find an oral toxicity endpoint on
which to base a risk characterization). We would also need to do a secondary residue study to determine
the likely residues in meat and mitk, These data could be waived if the registrant would be able to
demonstrate ne toxicity endpoints {i.e., the two tox studies show no effects at limit doses usually of 1000
mg/kg/day) or show that there would he no likely residues because the a.i. would not be absorbed through
the skin of treated livestock. The livestock use would open up a much more rigorous set of data
requirements that would probably be very expensive and take a couple of years to complete

Todd

Be aware that the reguirement for efficacy data is a guideline reguirement. We wilt not request that you
submit the data unless it is for a human health pest )f for any reason we needed the data, we'd expect
you to have it on hand. That's my understanding. In practice we don't tend to ask for the efficacy unless
some situation comes up. In this case, for horses, we'd probably not ask and your market place will tell
you if the product really works. If sales drop ... well ... time to develop another product!

With regard to using REDs. If you rely on data associated with a recent RED, the data may be
compensable, IFF a really old RED, the data may naot be strong or technically good enough (just see if the
RED is chiseled in stone by a cave man, that's usually a good indication of an old RED). [just kidding!]

About use ... if horses are treated in stables, barns, enclosed holding pens, then there outside ECO issues
drop cut of site and you may get waived based oh use pattern

For catile, etc., I'd suggest making the product for horses first, get the channel of trade up and running and
then explore new uses later. If this is a small business, even under PRIA, the fees won't be much of an
issue for adding new uses. If you need to develop data, it's nice to have the product selling in the mean
time.

Phone call ...
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If you have follow on questions give me a call Thursday. | got in really late today and am trying to catch
up.

Best Regards,

Todd Feterson, Ph.D

Biclogist

USEPA, OPP, Bicpesticides and ollution Prevention Division
703-308-7224
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Catherine Rice To Todd Peterson/DC/USEPA/US@EPA
<crice@lewishairison.com>

09/25/2006 12:20 PM cc Justin Jones <jjones@espree.com>

beo
Subject Espree Aloe Herbal Horse Spray

Hi Todd,

Attached is a summary of our September 14, 2006 meeting regarding Espree Aloe Herbal Horse Spray.
Rather than attach multiple documents, | have scanned this in as one .pdf file. Please let me know if you
have any difficulties reading this.

As outlined in the meeting notes, there are two issues where we need clarification:
1, Does efficacy data need to be submitted?
2. If our client decides to expand the use from horses to livestock, will there be tolerance issues?

| look forward to hearing back from you on this product.
Cathy Rice

L.ewis & Harrison
202-393-3803 ext. 13

Pre-submission meeting notes. pdf



Pre-subimission Meeting lTor Espree Aloe Herbal Horse Spray

A pre-submission meeting was held on Tuesday. September 14. 2006, at USLPA
Patamace Yard to discuss the registration requirements for Fspree Aloe Herbal Horse
Spray. Meeting attendees included the following:

i'odd Peterson, EPA

Linda Hollis. EPA

Roger Gardner, BPA

Russ Jones, EPA (Via conference call)

Justin lones. bspree (via conference call)

Bill Lindo. Espree (via conference call)

Lliot Harrisen. Agent for Espree

Cathy Rice, Agent for Espree
Allached arc copics of the draft label and Confidential Statcrient of Formula. Pleasc note
that the label will be updated based on the acute toXicalugy testing results.

“_’}“5/‘

Meeting highlights: {,N‘%{

1. The registrant gave a bricf description of the product composition and use which o o
lollaw: 5:{}? L_Lf i )
Proposed Product: e E,Arﬁé-—-i““‘“": L

Aloc Herbal 1lorse Spray is an end-use product for use on horses (and 7 ol L i

possible other livestock including pigs. cattle. ele.) “ Lf‘""%

A

Proposcd Formulation: 2k iu“ .
Active ingredients include citronella oil. cedar ail, and eucalypius oil U"‘L

All the source active ingredients are unregistered singe there are no
technical or MLIP registrations for these actives.
Two of the actlives (citronella oil and cedar oil) arc 25(b) actives.
REDs have been issued for all three of these active ingredients.
oi?
Proposcd Dilution Directions:
5 parts water to 1 part‘horse spray
I'or more stubborn cases. use 4 parts waler (1o | part horse spray

Proposed Application Directions:
Hold spray container 1§} to 12 inches away from coat lur best application.
Repeat as necessary. Apply with cloth to the facial arca.
May be used indoors or outdoor.

2. Russ Jones went through the Part 158 daia requirements for the prodnet.
Active ingredients:
Since unregistered sources uf the uctive ingredicins will be used. the registrant
must address all the applicable TGAI requirements for each active ingredicnt,
This testing includes product chemistry, physical/chemical characteristics.
toxicology. ecolagical effects, and environmental rate.

/8



Fnd-use product:
Product-specific testing will be required for the phwcalz’uhumm[ chdraum istics
and acule toxicology. /7

/
S

BPPD agr ccd that this was auceptable.

L)

1 (JAl pl Oduct cllennstl y requir cluents /,m“

<malyms lur the TGAI

4. Toxicology tesiing on Eucalpytus oil:

Phe registrant noted that repear dose taxicalngy (sub-chronic sand develupmental
wxicity) had been conducted with Eucalpytus oil 1o suppart the use on humans as
an inset repellent. The registrant asked whether such studies would he reguired

- for usc on animals. BPPD staff asked Espree ta sabmit a waiver request for these
studies (please refer (0 the waiver request atiached to the Pata Matrix Chatl).
Roger Gardner indicated that a waiver request may be justified since the praposcd ‘9&4'“}
product will be used at inuch lower rates than the haman use and will only be 3’{%( -

nsed on animals. & R
Lot &
s & ( !_,{ C p ;fl vy \f"(

LW 1

Liticacy testing: -

The registrant asked whether efticacy data needed (0 be submitted since anly
animal use was being claimed. BPPD indicated that they would need fa make this
decisian.

6. Livestock use

Roger Gardner noted that the livesiock use may require a tolerance/tolerance .y

excimption. |BPPD indicated that they would need 1a make this decision. & "
oo T

Praposed Method of Addressing the Part 158 Data Requirements:
Please reler 1o the atached data matrices for cach al the three sctives and (he end-use
praduct.

Issucs needing clarification by EPA
I Will the Agency need to review etficacy on Espree Aloe Herbal Horse Spray?

Efficacy data is typically required for insecl repellent. However, these repellents % \faﬁ“"\ EY

are typically for humans, In this case. the product will he used on harses. Thus, 7 % 4850 A"

we believe that the Agency should not require that efficacy data be submiitted. ' K«;’%{\ - i{" L7 3
2. The registrant is interested in possibly using this praduct an livestack. [ they RS

were W parsue this use, wauld there beelerance issues?

}s B .R
\ . ., ,‘z i;é‘?
§:? ::»‘%i/’“ ‘ {_}%_;
S,e»" o o .
f"t,}\ﬁ-} ot
(/’\ O/‘i{ 5{_}7?{!3\' (V ?{ f\{) \}—‘7,’ |
é”z z(. % gaar\:x S .f E u« S L } i %‘g\:‘\,ﬂ Né éf ﬁ EY
Fuicl gupuort bovrer wod oy 190 4 %
{/JZL('U £ ﬁ? i { fo € i 4{': i ‘;.\-'-...,I-E' £ e ,'[,»-Q;"ﬁ"‘a(
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Page 81  is not included in this copy.

Pages through  are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.

A draft product label.

The product confidential statement of formula.
Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page(s) .
The document i1s not responsive to the request.
Proprietary information pertaining to the chemical
composition of an inert ingredient provided by the source
of the ingredient.

Attorney-Client Privilege.

X__ Claimed Confidential by submitter upon submission to the
Agency.

Internal Deliberative Information.

* The information not included is generally considered confidential by product
registrants. If you have any questions, please contact the individual who
prepared the response to your request.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2073-0060 L

Paperwork Reduction Act Nofice The public reporting byrden tor this coliection of information is estimated to average 0 25 hours per response for registration activities and 0.25 hours per response fexr
weregistrabon and special review activines, including time for reading the mstryctions and completing the necessary forms  Send comments regardmg the burden estimate or any other as

of information, including suggestions forreducing the burden to. Director. OPPE information Management Division (2137). U.S. Environmental Protection Agency. 401 M Street, SW.. Wa
Do not send the form to this address.

pect of this colhecitiom
shington. DG 204E60;.

DATA MATRIX FOR ACTIVE INGREDIENT

Date EPA Reg. No /File Symbol Page ~ off 2
Applicant' sfRegistrant’s Name & Address Product
Espree Animm PO Box 3650, Grapevine, TX 76051 Aloe Herbat Horse Spray
Ingredieét'{g);r Qil of citronelia :,:) !
Guideline RefacencoMumii | Guideline Study Name MRID Number j Subrmnitter Status Noie
1518-10 - 151B-15 | Product Identity, Composflion, and 41785703 "
Analysis
151B-17 Physical/Chemical Properiies 41785703 a
TOXICOLOGY
153B-10 Acute Oral Toxicihy 41747402, 43179401 )
152B-11 Acute Dermal Toxicity 41747403, 43167101 a) L
150B-12 Acute Inhalation Toxicity 41747404, 43167102 “) l
152813 Primary Eye irritafion 41747405, 43167103 ( |
152814 Primary Dermal Irtation 41747406, 43167104 () -
152B-15 Detmal Sensitization 41747407, 43167105 D
152B-16 Hypersensitivity Not Applicatotie
152B-17 Microbial mutagenicity 41786701, 41785702, )
41747408 _ o
153818 Immunoloxicity 5 Wansr Req e =
1528-20 80-Day oral foxicily - Waiver Requessst {2)
1528-21 90-Day dermal toxicity - Wawer Request. {2}'
152823 Developmenlal Toxicity . Waiver Request ()
ECOLOGICAL EFFECTS ; i
15486 Acute Avian Oral 241747409 _ D
1548-7 Avian Subacule Dietary Toxicity - Waver Rj‘?‘”m“ 2
154B.8 Fish toxicity 41747410 iﬁ; )
154B-9 inveriebrate Toxicily 41747411 D)
154810 Nomarget plants ~ Warver Requ ey -
154B-11 Nontargel insects - Waiver Requesit (Z)

ENVIRONMENTAL FATE

Waiver RegLisst '(2-:',‘!J

[ALL [ : ! !
! Signature Name and Title: | Date
— — ]
EPA Fram 5035 (2007 E Briraras Gns PAngr -t A% anmils & b oAly Pipme varsion T Agency tternal ise Copy



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OME No. 2070-0060
\".’ 401 M Street, S.W.

WASHINGTON, D.C, 20480
Paperwork Reduction Acl Notice: The public reporing burden for this collection ot intormation is estinated o average 0.25 hours per response for registration activities and 0 25 hours per response teor
reregistration and special rewiew activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect ot this coltteactiiom:
ot information. including suggestions for feducing the burden to: Director OPPE Information Management Division {2137). U.S. Environmental Protaction Agency, 401 M Street. S W.. Washington. 0C 204&01.
Bo not send |he form to this address

BATA MATRIX FOR ACTIVE INGREDIENT
Date EPA Reg NoJ/File Symbol | Page 2 or 2

Applicant'siRegistrant’s Name & Address: Product
Espree Animal Products, Inc. PO Box 3850. Grapevine, TX 76051 Atoe Herbat Horse Spray

Ingredient]s): DH of citronella

Gudeline Reference Number [ Guideline Study Name MRID Number Submitter Status Note

FOOTNOTES

1. Per pages 28-29 of the Oif of Citronella RED, these generic data requirements have been fulfiled.
2. Per pages 28-29 of the Oi of Citronella RED, these generic data requirements have been waived.

Citronellz (CAS Reg. No. 8000-28-1), OPP chemical code 021801) is coverad by the Oil of Gitronella RED
Page 2-3 pf the RED address the use profile:
Type of Pesticides — biochemical - insect and animal repellent
Use Sites:
indoor nonfood: Animal treatment — horse-show/race/special, ponies
indoor residential: human body/clothing while being worn (insect control); skin contact treatment, animal treatment (flea collar)
QOutdoor residential, household/domestic dwelling cutdoor premisg use
Terrestrial non-food + outdoor residential: ornamental andfor share trees; ocrnamental herbaceous plants; ornamental woody shrubs and vines
Target Pests:
’ biting midges, biting flies, black flies, bugs, cats. deer flies, deer ticks, dogs. face flles, flies, fiying insects, gnats, horn flies, horse flies. house flies.
insects, mosguitoes. "no-see-ums”, stable flies
Formutation Types registered:

Liquid ready fo use. impregnates material, pelleteditableted. impregnated collaritag e
Method and Rates of Application .y ¢
Types of treatment: hand held sprayer, cloth wipe-bn. candle. cartridge, rub-on, scent post apphcation, sprinkle by hand. flea collar /4 l}g ~ o
Method and Rate: varies R LR
Timing: as needed g e
Use Practice {imitations: None A ,9 L ;..} y
oS i et
The proposed preduct will be used a fly repelient to be used on horses. The percent of ciironella off will be 0.75%. \\K P gf‘

Rationale for Waiver Reguest: The use patterns addressed in the RED ;ﬁ'includes a use that is aimost identical the proposed use-.péern (horses): however, this ks for
indoor uses and the proposed product also includes outdoor uses. Please note that the RED does include some outdoor residential uses. Based on this, we beliewes tthhafl.
the@BD adequately protects this use pattern.  Thus, according to the RED. the generic product chemistry. ecological effects, toxicology. and environmental fate dianta
regoigments have either been sasfied and/or waver.

Signature ! Name and Title: Date

CHA Fyert B570-35 [5-57) Elemirim: And Pase rersins sradatie Submed nly PATEr "7 Tageney internai Use Copy
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o~ UN(TED STATES ENVIRONMENTAL PROTECTION AGENCY Forrn Approved OMB No. 2070-0080
\""’ 401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reductiont Act Notice: The public reporting byrden for this collection of information is estimated io average 0 25 hours per response for registration activities and 0.25 hows par response for .
retegisiration and special review activities, including lime lor reading the instructions and compieting the necessary forms. Send comments regarding the burden estimate or any other aspect of this collectic: n
of information, including suggestions for feducing the burden to- Director. OPPE information Management Oivision (237}, U.S Environmental Protection Agency. 401 M Street, S.W.. Washington, DC 202800
Do not send the form (o this address.
DATA MATRIX FOR ACTIVE INGREDIENT
Date - EPA Reg No./File Symbol Page t of 2
Applicant s/Registant's Name & Address: Product
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray
e e
Ingredi@s)_ Cedamocdoﬁi\\ﬁ
Guiisling ReTerenes NUmBer | Guidelne Study Name MRID Number | submitter Stetus Note
61- Product Identity, Composition, and 42316001, 42101201, - )
82. Analysis 41549503, 42362601, -
42362602, 42318002 w
63- Physical/Chemical Properties SATISIFIED e
TOXICOLOGY Waiver Request ©G20)
81-1 Acute Oral Toxicity - - Fiawer Request 02
81-2 Acute Dermal Toxicity - " Nawver Requeist K2
§1-3 Acute Inhalation Toxicity - - Fiaver Roouast ()
814 Primagy Eve Iriitation - - - vl Reanast 3
81-5 Primary Dermal Irritation - . e Reasal 5
81-6 Skin Sensitization - - Warver Reoueste (@)
84-2A Gene Mutation {Ames Test) - . Warer Reanesie (3.
84-2B Structural Chromosoma) Aberration - * over Romos e ),
84-4 Other Genotoxic Effects - "
ECOLOGICAL EFFECTS , —=
71-1A Acute Avian Oral - Quail/Duck - - x:::z: ﬁ:ﬂ:?: (12:
71-2B Avian Dietary ~ Quail - - Warvor Requies T (29
72-1A Fish toxicity - Bluegill . Y T e— L)
72-1C Fish Toxicity - Rainbow Trout - . e Roqmest u‘,z..')-
72-24 Invertebrate Toxicity - -
ENVIRONMENTAL FATE .
835515071611 | Hydrolysis - ] l - Waiver Requesst (2)
oo
-h L
[ Signature — | Name and Title: Date

| o
EPA F-pr 25°0-35 19 57§ ER010- 1S and Fapi <3 § sea o= SGDmr oy Papel vesod Agency interual Use Capy

e



© UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
Ly’ 401 M Street, S.W.
WASHINGTON, D.C. 20460

J— - ———————— ey

Paperwork Reduction Act Notice: Tie public reporting burden for this collectton of information s estimated to average 0.25 hours per response for registration activities and Q 25 hours per response for

of information. including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137). U.S. Environmental Protection Agency. 40t M Street, § W., Washinglon, DC 20460,
Qu nol send the form to this address.

reregistration and speciai review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarging the burden estimate or any other aspect of this collescatiion:

DATA MATRIX FOR ACTIVE INGREDIENT

Date £PA Reg. No./File Symbal l Page 2 of .

Appiicant's/Registrant's Naine & Address. Proguct
Espree Animal Products, Inc. PO BoX 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray

Ingredient(s): Cedarwood oil
Guidgting Reference Number | Gueline Study Name MRID Number f Submitter Status I Note

FOOTNOTES

1 Per page 20 of the Cedawood Oil RED, the product chemistry generic data requirements have been satisfied.
2. Perpages 21-22 of the Cedarwood 0il RED, the ecological effects, toxicology, and environmental fate generic data can be waived.

Cedarwood oit {(CAS Reg. No. 800-27-8. OPP chemical code 40505) is covered by the September 1993 Cedarwood Oit RED,
Pages 2-3 of the RED address the use profile:
Type of Pesticides: repellent/feeding depressant; fungicide
Use sites: indoor residential: domestic dwellings and their contents, petsfanimals {presumable cats and dogs) and their living and sleeping quarters
Target pets: fleas. moths. mildew :
Formuiation types registered:
Ready to use spray — sprayed on animal bedding (0 48%)
Impregnated pet collar tag (0.5%) .
Wood blocks (2-8%)

The proposed product will be used a fly repellent 10 be used on horses  The percent of Cedarwood oif will be 0.50%.

Rationale for Waiver Request: The use patterns addressed in the RED are slighlly different from the proposed product's use pattern. However, both will be used am
non-humans (pets vs. horses) to repel nuisance insects {fleas and moths vs. flies). Additonally, the lowest rate covered by the RED is ready to use sprays at 0.48%... lim
the concentrated form, Aloe Herbal Horse Spray contains 0.50% cedarwood ofl. According to the product's use directions, this concentrate is then to be dituted with =
minimum of 4 parts water. Thus, the end use will contain 0.128% maximum. Based on this, we believe that the RED adequately protects this use pattern. Thus,
according to the RED, the generic product chemistry data reguirements have been salisfied and the ecological effects, toxicology, and environmental fale data
requirements can be waived.

00)

(@]
Signature Name and Title: Pate

EPA Furm 827035 1157 Blechone and Pace sersmns acafzble Suzenl -rly Paps versicn, Agency enal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Fotm Approved OMB No. 2070-0060

Paperwork Reduction Act Notice. The public reporiing burden for this coliection of information is estimated 10 average 0 25 hours per response or registration activities and 0 25 hours per response [feor-
veragistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this colllescebion

of information, including suggestions for reducing the burden to- Director OPPE Information Management Division 21373, U.S. Environmental Protection Agency. 401 M Street, S W. Washington, DC 20460
Do not send the form fo this address.

DATA MATRIX FOR ACTIVE INGREDIENT

Date

EFPA Reg. No /File Symbol

Page 1 of 2

Applicants/Registrant’'s Name & Address:
Espree Anzma)/l:oduw PQ Box 3650, Grapevine, TX 76051

Product
Aloe Herbal Horse Spray

ingredient(s}: Eucalyptus 0l

D

MRID Number

Submitier

Status

Note

Waiver Requeast: 1)

Waiver Requesi: (1)

Waiver Requesst. 01 )

Waiver Request: 01 }

Waivet Requesst. (1 }

Waiver Requesst 01 )

Waiver Requessstt 1)

Waiver Requestt 1)

Waiver Requeastt {1+)

Wawer Requesstt {27

Wanver Reqaest: {2)

Waiver Requeasti 1)

Wartver Requezssil (1)

Waivet Requessti (1)

Warver Requeassi (1)

Wawer Requezstt -[11)

Gugdéﬁne Reference Number-"| Guideline Study Name
g1- Product identity, Composition, and
62- Analysis
63- Physical/Chemical Properties
TOXICOLOGY
811 Acute Oral Toxicity
§1-2 Acute Dermat Toxicity
g81-3 Acute Inhalation Toxicity
81-4 Primary Eye irritation
81-5 | Primary Dermai Irritation
8i-6 | Skin Sensitization
84-2A Gene Mutation {Ames Tesb
84-28 Strectural Chromosomal Aberration
g4-4 Other Genotoxic Effects
152-11 Repeat dose (14-day)
152-23 Teratogenicity
ECOLQGICAL EFFECTS
71-1A Acute Avian QOral — Quai/Duck
71-2A Avian Dietary — Quail
72-1A Fish toxicity - Blugqill
72-1C Fish Toxicity - Rainbow Trout
72-2A Invertebrate Toxicity
ENVIRONMENTAL FATE
161-1 | Hydrolysis

Wawer Requeestt (1)

oo
(@))

Signature

Mame and Title:

Date

ZPA Foym BI70- 35591 § Eheitram: & U Pecer warmioes svalsile S_bini enlp Pape vern-

Agency Internal Use Copy




A UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
"’ 401 M Street, S.W,
WASHINGTON, B.C. 20460

Form Approved OMB No 2070-0080

Paperwark Reduction Act Notice. The public reporting burden for this collection of mformalion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response four
reregistration and special review activities. including time for reading the ipstructions and completing the necessary forms. Send corments regarding the burden estimate or any other aspect of this colle:ctlicnn
of informration. inciuding suggestions fot reducing the burden to. Director OFPE informalion Maragement Division {2t37). U.8. Envirenmental Protection Agency, 401 M Street, S.W  Washington. DC 2450
Do rot send the form to this address.

DATA MATRIX FOR ACTIVE INGREDIENT

Date EPA Reg. No /File Symbol | Page20f 2

Applicanf s/Reqistrants Name & Addess: Product
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051

Alce Herbal Horse Spray

ingredientis): Eucalyptus Qil

Guidelire Reference Number | Guideline Study Name | MRID Number Sybmitter | status Note

FQOTNOTES

1. Per pages 63 and 64 of the Flower and Vegeiables Qils RED, the ecological effects, ioxicology. and environmenial fate generic data can be
waived.
2. Waiver requested since the proposed end-use product will be for non-human use

Eucalypius ofl {CAS Reg. No. 8000-48-4, OPP chemical code 40503) is covered by the December 1893 Flower and Vegetable Olis RED.
Page 7 of the RED addresses the use profile:
Type of Pesticide; repetient and inseci feeding depressant
Lise Sites: pels :
Target pests: fleas .
Formulation types regisiered: impregnated maierial (collar)
Method and Raies of appircation
Equipment — by hand
Method and Rafe - up to one ounce per animat
Timing — as needed
Lise Practice Limilation: none
Product covered by RED is end-use product at 1.00%.

The proposed product witl be used a fiy repetient to be used on horses, The percent of Eucalyptus ofl will be 0.378%.

Rationale for Waiver Request: The use paitern addressed in the RED is slightly different from the proposed product's use pattern. However, both will be used on mon-
humans (pets vs. horses) fo repel nuisance insects (fleas vs, flies). Further the RED covers end-use products rates at 1.00%. In the concentrated form. Aloe Herbzall
Horse Spray contains 0 378% eucalyplus oil. According fo the product's use directions. this product is then to be diluted with a minimum of 4 parts water. Thus, the: e
use will contain 0.095% maximum. Based on this. we believe that the RED adequately protects this use pattern. Thus, according to the RED, the generic ecologicai
effects, foxicology, and environmenial fate daia requirements can be warved

f v A
| Signature Name and Titie: Date
EMA Forer BI70.3512-97 1 Erestrimaiy o d Pagey wnrgions gomizbbe Sub-pt Sby Daped carsion - Agenty ingrnal Use Copy I
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M UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Farm Approved OMB No 2070-065¢
‘*" 401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Acl Notice: The public reporting burden for this collectfon of information s estimated to average 0,25 hours per response for registration activities and (.25 hours pef response fanr
reregistration and special review activities including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this cotllescztivomr
of information nduding suggestions for reducing the burden to: Director, DPPE Information Management Bivision (2137). U §. Environmental Protection Agency. 401 M Street, S W , Washington, DC 2:0«460:.
Do not send the form to this address.
DATA MATRIX FOR End-Use Product
Date EPA Reg No.fFile Symboi Page 1 of 1
Appitcant sfRegistrant's Name & Address: Product
Espree Am'_mai Product_s, inc. PO Box 3550, Grape\_.rme. TX 78081 Ajoe Herbal Horse Spray
lngrediegg): Cilronelia Qit, Cedarwood Cii, Eucalyplus Qi x)
Guideline Referenica Numbar | GUdeIne Siudy Name MRID Number Submitter Status Note
151- Product Identity, Composition, and To be submitted '
Analysis
63- Physical/Chemical Properties To be submitied
TOXICOLOGY
152-10 Acute Oral Toxicity - To be submitted -
152-11 Acute Dermal Toxicity - To be submitted -
152-12 Acute Inhalation Texicity - To be submitted -
152-13 Primary Eye Irritation - To be submitted -
152-14 Primary Darmal Jrritation - To be submitted -
152-15 Skin Sensitization - To be submitted -
EFFICACY
96-2 | Product Performance ! . { To be detesmined - [
FOOTNOTES s U !
$ i}
; 4-_, . . Vi
L EV gio
- .
.
/
00
(@)
Signature Name and Title:

| Date
]

i —

EPAFoIe BI 1030 (390 F Blechoneg md Bapa virsons aaitzble Submit anty Paps veretn

Agertcy Intarmal Use Copy



Roger To Todd Peterson/DC/USEPA/US@EPA
Gardner/DC/USEPA/US

10/05/2006 02:38 PM c

bce
Subject Re: Fw: Espree Aloe Herbal Horse Spray[)

Todd,

The answer to the first questicn is, we would need efficacy data if the labe! claimed to repel public health
pests.

There might he tolerance issues, but that would create the need for additional data. For example, we
would need a subchronic toxicity study by the oral route for the TGAI and a developmental toxicity study
with the TGAI to satisfy FQPA requirements for risk assessment (i.e., find an oral toxicity endpoint on
which to base a risk characterization). We would also need to do a secondary residue study to determine
the fikely residues In meat and milk. These data could be waived if the registrant would be able to
demonstrate ne toxicity endpoints {i.e., the two tox studies show no effects at limit doses usually of 1000
mg/kg/day) or show that there would be no likely residues because the a.i. would not be absorbed through
the skin of treated livestock. The livestock use would open up a much more rigerous set of data
requirements that would probably be very expensive and take a couple of years to complete

if you want specifics, we can spend more time on it.
Roger

Todd Peterson/DC/USEPA/US

Todd
Peterson/DC/USEPA/US 1o Roger Gardner/DCAUSEPA/US@EPA, Russell
10/05/2006 11:36 AM Jones/DCAUSEPAIS@EPA

cc Linda HollisstDCAUSEPA/US@EPA
Subject Fw: Espree Aloe Herbal Horse Spray

Russ and Roger (and L.inda),

I promised to pass these documents along for our review as a follow up to the preregistration meeting
with Lewis and Harrisan in conjunction with the Espree product

I have left copies [of the attachment that you'll find belowj on your chair {Russ and Roger). | told
Catherine Rice I'd do this today with the hope of getting any comments back by mid week next week Late
next week is fine, too. | know I'll get a call sometime fate next week on this.

| have a better copy of the label which | can send to you or make a copy for you
Best Regards,

Todd Petersan, Ph.D

Biologist

USEPRA, OPP, Biopesticides and Pollution Prevention Division
703-308-7224

----- Forwarded by Todd Peterson/DCAISEPAMIS on 10/05/2006 11:34 AM -

Catherine Rice
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Meeting Sign-In Sheet
Chemlcai (s nelde / &lMW‘N A / é_’kffz«-{_?»ﬁ”\sf &1 a,
Date: 415/ 06

Time: 2_F
Name Affiliation Phone
FJodd Pefei=~ | ErA /ECPD V=3 PP 2Ty
E Lt Harraonw Lt / f?pr&}‘-_h"? &Pree| Lot-393-3¢93
Kaqu' Gﬁr&gf EP/"/ [ F?:D /ﬂf t? 703 303-524%
( %EM 2 LS s%’»? i E)?é’@ 22-38 33507
L inda Hollix EPH 69&315 3 703-300 - 733

Individuals on Conference Line:

lzdsfé‘-l(rfmc( EVA Lg(’?fl)
Turtn Denes C spre
Qi Lmngly Espree,

SigninSheet.wpd
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.. Russell Jones/DCIUSEPA/US To Todd Peterson/DC/USEPA/US@ERA
- 09/14/2006 09:47 AM

cC

kece

Re: Pre-Registration meeting ... refresh my memory ... what
Subject phone number do we use for you? I'll call you at 2PM {eom)

Todd:

The number is 304/728-4365

Russell S. Jones, Ph.D., Senior Biologist
Chair, Biochemical Ciassification Committee
Biochemicals Branch Science Team Captain
Biopesticides & Pollution Prevention Division {7511P)
Office of Pesticide Programs

U. 8. Environmental Protection Agency
2227 South Crystal Drive

One Potomac Yard, 8th Floor

Arlington, VA 22202

Ph: 703/308-5071

FAX: 703/308-7026

jones.russeli@epa.gov

Visit hitp://www.epa.govipesticides
----- Todd Peterson/DC/USEPA/US wrote; -----

To: Russell Jones/DC/USEPA/US@EPA

From: Todd Peterson/DC/USEPA/IS

Cate: 09/14/2006 09:08AM

Subject: Pre-Registration meeting ... refresh my mermory ... what phone number do we use for you? ['lt
call you at 2PM (eom)

Best Regards,
Todd Peterson, Ph.D
Biologist

USEPA, OPP, Biopesticides and Pollution Prevention Division
703-308.7224
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Page 96 i1s not included in this copy.

Pages through  are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.

A draft product label.

The product confidential statement of formula.
Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page(s) .
The document i1s not responsive to the request.
Proprietary information pertaining to the chemical
composition of an inert ingredient provided by the source
of the ingredient.

Attorney-Client Privilege.

X__ Claimed Confidential by submitter upon submission to the
Agency.

Internal Deliberative Information.

* The information not included is generally considered confidential by product
registrants. If you have any questions, please contact the individual who
prepared the response to your request.
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EPA: Plant Oils Fact Sheet Page 1 of 4

U.5. Environments! Protection

Pesticides: Biopesticides
Recent Additions | Centact Us | Print Version  Search: {56
EPA Heome > Biopesticide Active Ingredient Fact Sheels > Plant Ofls
ingradient Fact Shests P Iant o; IS Fact S heet
Begistration Toois :
Flant Incorporated i
Protest n‘?i {PiPs) SFha:;t Te?on::cal Eroduels |Registrants ﬂ;g,c{tjijsiitﬂ;w _No%ge.s Bibliography

Note: See Table for Links to Additional Information
about Specific Ingredients

SUMMARY

The plant oils described here (see Table) are complex mixtures of
substances made by plants. Gils such as lemon, orange, and anise give
fruits and seeds their characteristic odor and taste. The oils are used as
pesticides to repel certain animals and insects, and to Kill cerfain insecis.
When used as pesticides, these oils do not present any known risks to
humans or the environment.

fssued: updated 7/0t to add Methyl salicylate and mint
[. PESCRIPTION OF THE ACTIVE INGREDIENT

Plant cils are mixtures of natural substances that come from vartous parts of plants,
such as flowers, fruits, and wood. They are responsible for the distinctive odor or
flavor of the plant they come from. As examples, the different oils produced by
granges, lemons, and mustards give these foods their characteristic smell and
taste. See: Table for list

Each of these plant oils is a complex mixture of chemicals that volatilize and enter
the air easily.

The exact amounts and kinds of chemicals in the oils determine their characteristic
odor, Many of the volatile chemicals are found in mere than one type of oil.

Sometimes the chemicals in the oil, as well as the oil itself, are registered (licensed
for use) as pesticide active ingredients. It is also fairly common for two or more oils
to be used in the same pesticide product,

[l USE SITES, TARGET PESTS, AND APPLICATION METHODS
Use Sites: Many outdoor and indoor sites. See Table for specifics.

Uses:

1) Repel dogs, cats, and some wildlife such as squirrels and
gophers

2) Repel andfor kili insects and related species such as mites and
millipedes. (See Table for specifics.)

Application Methods: These oifs can be applied and used as liquid
sprays, crystals, gels, and pellets, and by impregnating matetial, such

99

http://www epa.gov/oppbppdl/biopesticides/ingredients/factsheets/factsheet plant-cils.htm  9/14/2006



EPA: Plant Oils Fact Sheet : Page 2 of 4

as posts. Other variations are als¢ used.
{ll. ASSESSING RISKS TO HUMAN HEALTH

No adverse effects to humans are expected from use of these substances in
repellents and insecticides, Most of these oils are found in common foods, and
many are approved as food flavorings by FDA. [Note: Methyl salicylate (oil of
wintergreen) can be toxic in large quantities.]

IV, ASBESSING RISKS TO THE ENVIRONMENT

No risks to the environment are expected from use of these oils in pesticide
products. There is some concern about exposure of birds to pellets containing il of
mustard, but the concentration of active ingredient is considered too low to cause
adverse sffects.

V. REGULATORY iNFORMATIONI
See Table.
V]. BEGISTRANT INFORMATION

Many companies have recelved registrations for pesticide products thal contain
plant oils.

Vi, FOR FURTHER INFORMATION, CONTACT

Brian Steinwand

Biopeslicides and Pollution Prevention Division (7511C)
Office ot Pesticide Programs

Environmental Protection Agency

1200 Pennsylvania Avenue, NW

Washington, D.C. 20460

Phone; 703-305-7973 (or 308-8712)
Fax: 703-308-7026

DISCLAIMER; The information in-this Biopesticide Fact Sheel Is a summary onfy.
Consulf the person listed above or the Biopesticides Web Site for more information.

SUMMARY OF INFORMATION FOR PLANT OILS THAT ARE PESTICIDE
ACTIVE INGREDIENTS

PLANT OiL ACTIONS ON REGISTRATION/
{No. of TARGET OPP # {REREGISTRATION
Products) USE SITES PESTS {CAS #) {YEAR)
Anise 2 (1) |Omamental Repels dogs ||004301 1952/ 1993
plants, lawns [land cats (8007-70-
3)
Bergamot 2 |Ornamental Repels dogs 120029 1972/1993
2) plants, homes, land cats (8007-75-
garbage cans 8)
Canola ? (3) [Food crops, Kills insects n0‘2‘2332 1998

100
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EPA: Piant Qils Fact Sheet

Page 3 of 4

arnamental (10962-
plants, 03-0)
nouseplants
Castor (5) [[Ornamental  {|Repels dogs, (031608 [1947 /1994
plants, lawns, [icats, wildlife |(800t-79-
garbage cans [such as 4)
moles, deer,
rabbits,
squirrels
Cedarwood 3Mothproofing {Repels larvae 040505 1960/ 1993
(1 of clothes (800-27-9)
moths
Citronella a0 {1) Humans t) Repels 021901 1848 /1897
{ >30) and their insects and  J(8000-29-
clothing, ticks 1)
homes,
outdoor areas 2) Repels
dogs and cats
2} Ornamental
plants,
garbage
dumps
Eucalyptus 2[Cats, dogs, Repels mites; 040503 (1948 /1993
(4) humans and {|Repels {8000-48-
their clothing, [ispecified 4)
nomes insects,
including fieas
and
maosguitoes
Jojoba b (2) JAll crops Kills/repels 067200 1996
[Note: May whiteflies on
work as all crops. Kills
physical powdery
barrier] mildew on
grapes and
ornamentals
Lavandin (2) [Homes, Repels 040500 {1996
especially clothes moths §(8022-15-
closets, 9)
drawers,
clothes
storage
centainers
Lemongrass{Ornamental  {|Repels dogs 040502 [{t962 /1993
a(2) plants, ahd cats {8007-02-
garbage 01)
dumps
Methyt  |Ormamental  {Repels dogs, 076601 1972
salicytate (5} fplants, indoor jlcats, moths, {(119-36-8)
[Notes: Alsc jand cutdoor  {beetles RED
called oif of Jresidential {73kb)
wintergreen: {sites {induding (FDF)
may be toxic |clothing),
inlarge jgarbage
quantities] pdumps.
Mint (1) }Ornamental Kills aphids 128800 (2000
plants in pondsfon plants (8006-99-

http://www.epa.govioppbppd1/biopesticides/ingredients/factsheets/factsheet plant-oils.htm
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EPA: Plant Oils Fact Sheet

Page 4 of 4

plants, indoor
and outdoor
sites

insect pests

with or without [[{tised with 4)
fish thyme herb}
Mustard & [[Homes, 1) Repels 004901 1962 /1993
(11 ornamental dogs, cats, (57-06-7)
[Note: Also liplants, wildlife such
known as [garbage cans [as deer and
allylisothio- raccoons
cyanate]
2) Repels and
Kilis insects,
spiders,
centipedes,
etfc.
Crange 3{2) {Crnamental Repels dogs 040817 [1972 /1993
plants, homes, land cats {8008-57-
garbage 9)
dumps
Soybean 2(2}[|Food and feed Kills mites, 031605 1959/ 1993
crops, Kilis beetles  {(8001-22-
ornamental and other 7)

Notes;

1. This table does not necessarily describe alf plant oif active

ingredient

2. There is more detaited information available for most of these oils:

S.

4 Reregistration Eligibility Decision document., Go to the
following web site to find documents on "Flower and
Plant Qils;" "Cedarwood Gil;” "Citronelia”
hitp://ctpub.epa.gov/oppref/rereg/status.cim?

b Biopesticide Fact Sheet.

Pubfications | Glossary | Jobs

EPA Home | Privacy and Security Notice | Contact Us

Last updated on Wednesday, August 23rd, 2008
URL: htip:/iwww.epa.gov/oppbppd 1/bicpesticides/ingredienis/factsheats/acisheei_plant-cils.him

http://www.epa.gov/ioppbppd1/biopesticides/ingredients/factsheets/factsheet_plant-oils.htm
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EPA Citronella (021901) Fart Sheet

Regisiration
Reregistration

Pesticide-Producing
Establishments

Laws
bternaiional issues

Adverss Effects
Reporting

Storage & Disposa)

Hesiricted & Concatesd
Usss

Pesticide Tolerances

Ragisiration
informatlion Sources

U.8. Environmental Projsciion

Page 1 of 3

Pesticides: Regulating @%‘%gmﬁ%

Recent Additions | Conlagt Us | Print Version  Search:

EPA Home » Peg

Biopesticide Active Ingredient Fact Sheels > Citronella {Qil of Citronella) (021901)

Citronella (Oil of Citronella) (021901) Fact

Sheet

ency

ki
Fl
=N

s > Regulating Pesticides > fegistering Pesticides » Begulating Biopesticides >

Fagt [|Technical . . Ragulatory FR inli .
Sheet Doc Produgts Registrants Activity || Notices Bibliography
SLIVIMARY

Qil of Citronella has been used for over 50 years as an insect repellent
and as an animal repellent. It is found in many familiar insect repellent
products: candles, lotions, gels. sprays and towelette wipes for use on
¢lothing and people. These products repel various insects, some of
which are public health pests, such as mosguitoes, biting flies and fleas.
When used according to the label, citronella products are not expected to
cause harm to humans, pets or the environment.

Issued: 11/99

L DESCRIPTION OF THE ACTIVE INGREDIENT

Qil of Citronella is a volatile, liquid oil derived from dried cultivated grasses. It works
by repelling animals and insects without harming or killing them. It has a distinctive
odor, which repels certain animals.

II. USE SITES, TARGET PESTS, AND APPLICATION METHODS

Use Sites: Qil of Citronella is used on humans and their clothing to
repel insects. In tablet or pellet form it is also used in recreational
areas, outdoor household areas, and around trees and shrubs.
Animal collars and tags containing citronella are used on pets and
other domestic animals to repel fleas and ticks.

Target pests: Repels various specific insects including mosguitoes,
black flies, fleas, and ticks.

Application Methods: Products containing Oil of Citronella are
applied in various ways:

1. Liguid products are sprayed or applied by hand (cloth
wipe-on) on skin or clothing.

2. Citronella is also used in solid products such as

candles, cartridges, and rub-on products.

3. Itis used in flea collars for cats and dogs,

http://www.epa.gov/oppbppd 1/biopesticides/ingredients/factsheets/factsheet_021901.htm
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EPA Citronella (021901) Fart.Sheet Page 2 of 3

Il. ASSESSING RISKS TO HUMAN HEALTH

In studies using laboratory animals, Oil of Citronella shows little or no toxicity. The
only concern is skin irritation. Because some products are applied to human skin,
EPA requires proper precautionary labeling to help assure safe use. Therefore, if
used according to label instructions, citronella is not expected to pose health risks
to people, including children and other sensitive populations.

QOil of Citronella has been used extensively since 1948 without any reports of
adverse effects of concern,

IV, ASSESSING RISKS TO THE ENVIRONMENT

Based on laboratory animal studies, Oil of Citronella poses minimal or no risks to
wildlife. Because of the low toxicity and limited uses of Oil of Citronella, it is not
harmtul to the environment. No adverse effects are expected for use around the
home.

Y. REGULATORY INFORMATION
Registerad (licensed for use) in 1948.
Number of products: 3t (September 1999)

Qil of Citronella is considered so unlikely to cause harmful effects that some
citronglla products are exempt from the usual regulation. However, registration is
required for those products that do not meet the criteria for exemption (for instance,
they contain other ingredients that EPA has not classified as minimal risk).

Vi PRODUCTS FOR USE AGAINST PUBLIC HEALTH PESTS

EPA defines a public health pest as any organism that can cause or transmit
human disease, or can cause human discomfort or injury, Examples include fleas,
mosquitoes, ticks, and biting flies. To help protect the publicA’s health, EPA
requires registrants of products used against public health pests to prove the
preduct meets specific standards for effectiveness as well as for safety. The
products currently registered with Qil of Citronella as the active ingredient for use
against public health pests, such as mosquitoes, ticks and fleas, have met the
applicable standards.

Vil PRODUCER INFORMATION
Many companies produce Gil of Citronella and products containing Qil of Citronella.
VIl. FOR FURTHER INFORMATION CONTACT

Brian Steinwand

Biopesticides and Pollution Prevention Bivision {7511C)
Office of Pesticide Programs

Environmental Protection Agency

1200 Pennsylvania Avenue, NW

Washington, D.C. 20450

Phone: 703-305-7973 (or 308-8712)
Fax: 703-308-7026
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EPA Citronella (021901) Fa~ Sheet | Page 3 of 3

DISCLAIMER: The information in this Pesticide Fact Sheet is a summary only.

Publications | Glossary | A-Z Index | Jobs

EPA Home § Privacy and Security Notics | Contact Us

tast updated on Tuesday, May 2nd, 2006
URL: hitp:/iwww.epa.govioppbppdt/biopesticidesingredigntsfactsheets/facisheet_021901.him
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Page  1s not included in this copy.

Pages 106  through 116 are not included 1In this copy.-

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.

A draft product label.

X__ The product confidential statement of formula.
Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page(s) .
The document i1s not responsive to the request.
Proprietary information pertaining to the chemical
composition of an inert ingredient provided by the source
of the ingredient.

Attorney-Client Privilege.

Claimed Confidential by submitter upon submission to the
Agency.

Internal Deliberative Information.

* The information not included is generally considered confidential by product
registrants. If you have any questions, please contact the individual who
prepared the response to your request.




Decision #: 373758
DATA PACKAGE BEAN SHEET DP #: (338682)

Date: 04-Apr-2007 PRIA
Page tof 3

Parent DP#:

*** Registration Information * * *

Registration: 66963-1 - ALOE HERBAL HORSE SPRAY
Company: 66953 - ESPREE ANIMAL PRODUCTS, INC

Risk Manager: RM 91 - Driss Benmhend - (703} 308-8525 Room# PYt S-8965
Rislk Manager Reviewer: Todg Peterson TPETERSO

Sent Date: Calculated Due Date: 14-Jun-2007 Edited Due Date:

Type of Registration: Product Registration - Section 3

Action Desc: (B67) NEW PRODUCT;NON-FAST TRACK;MICROBIAL/BIOCHEMICAL;

Ingredlents: See page 3

*** Data Package Information * **

Expedite: () Yes @ No Date Sent: 04-Apr-2007 Due Back:

DP Ingredient: See page 3

DP Title: Product Chem and Tox 6 Pack

CSF Included: @ Yes (O No Label included: h. Yes (O No Parent DP #
Assigned To Date In Date Qut
Organization: BPPD / BRPB ' Last Possible Science Due Date: t4-Feb-2007
Team Name: Science Due Date:
Reviewer Name: Sub Dala Package Due Date:
Contractor Name:

* * * Studies Sent for Review * * *
Printed on Page 2

*** Additional Data Package for this Decision* **
No Additional Data Packages

** * Data Package instructions ** *
Praduct chemistry and Tox six pack for old active ingredients in new end use product. Please review data packages attached, CSF and related

label language in relation to submitted data.
Todd Peterson 703-308-7224
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Request for Work {Administrative)

Pt
E.P.A. Name (please circle): HED( BPIiD/Antimicrobials, AEGL or FDA

Toxicology and Hazard AssessmerT Reviewer’s Name: IR

Assignment No. (if available): D7— 0252

Location of file: N:\derrpt\ [ew ) & ‘\ 474 2430 1. dee

Location of vour personal file on compirter in case we need access to this file mn your
absence:

Due date: v igo
(PLEASE CHECK WITH BOB FOR PRIORITY DATE)

Please attach a copy of the work assignment form to this form before giving me your
documents. Files should be copied to the N: drive in your directory.
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BPPD WORK ASSIGNMENT #07-033
ORNL IAG #89939652-01
Date Mailed: April 10, 2007

PRIA Due Date: April 30,2007

1. Oak Ridge National Laboratory (ORNL) shall independently review the studies identified
'_below and prepare for each study a Data Evaluation Record (DER). In addition to its
scientific expertise, the ORNL shall use the appropriate OPP Test Guidelines, science policy
_ docmnents_and other guidelines and materials provided to ORNL for the purpose of training,
‘orientation and guidance concerning the preparation of DERs under the IAG.

2. For te_chnicélfscieﬁtiﬁc .questi_Qn'sé that cannot be resolved by the ORNL without input from
BPPD science staff, the ORNL shall contact:

3. MRIDs and Studies for this work assighment are as follows Todd Peterson 305-7224

EPA Reg. No. 66963-1
Product Name: Aloe Herbal Horse Spray
. Ingredients: '
Company: Espree Animal Products
o Company: MRID # S Study Type Est. Hours
.| DP Barcode. _ -
1338632 470293-01-02-03~ @ % | Product 34O e
' chemistry _
470293-05-06-07-08-09- | Toxicology 30 — e
10
1 Total Est. Hours NO-04 . 60

3 Transmittal dates for the First_"Draﬁ___of_the.DERé to BPPD shall conform generally to the
AWorking Days@ specified in ORNL Proposal #1834-8511-A1. The Work Assignment
Manager will review the proposed Transmittal and Due Dates and negotiate a mutually
acceptable schedule for EPA and ORNL for delivering the first draft of the DERs. For
research reports that do not include estimated hours, please notify the Work Assignment
Manager with and questions or hour estimates.

: , F\USER\SHARE\BPPD\Contracts and Gziants\ORNﬂ -_(;onfract"\'T_a'in:.'zﬂo‘Io]O}f.Zgé



Request for Work (Administrative): }6(? FD
E.P.A. Name (please circle): HED, BPPD Antlmlcrobzals AEGL or FDA

Toxicology and Hazard Assessment Group Reviewer’s Name: Chang ,f

Assignment No. (if available): -~ & 27 .2

Location of file: N:Aderrptichangt £, 77 =~ s ool e
Location of your persenal file on computer in case wé need access to thls file in your absence.
CADER\ \

Due date:
(PLEASE CHECK WITH BOB FOR PRIORITY DATE) L

Charge Account: 7240 7241 7239 7244 1151 (1302 )

p—————

Confidential Statement included:  yes  no

Please attach a copy of the work assignment form to this form before giving me your documents.
Files should be copied to the N: drive in your directory.
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*Inert ingredient information may be entitled to confidential treatment*
JUN ~ 8 2007

Ael
{\N/(- Ejgémf("\

CSF & Product Chemistry

] l the uiier certified limit for ||l and the lower and upper certified limits for

must be corrected on the CSF;

2) results of a flammability test must be submitted — BPPD Chemist is looking at the CSF
to determine if this is required and an answer will be obtained by Friday June 8, 2007.

3) results of the corrosion characteristics must be submitted.

[The waiver requests for enforcement analytical method and storage stability study are
acceptable.]

LABEL
The Agency recommends ordering your product’s label information as follows:
Generally the following can be placed on Page 1:

Product name

Claim (Repels Flies, Gnats, and Mesquitoes)
Ingredients Statement

(Product contains: optional ingredients listing, for example: Aloe, sunscreen, and
conditioners))

Keep Out Of Reach of Children

Signal Word

First Aid section

Registration Number and Establishment Number
Net Content

Company mane, Address, Phone Number

Page 2 and following pages:

Precautionary Language
Environmental Hazards
General Information
Directions for Use

Storage and Disposal section
Warranty

Issues specific to your label language are as follows:
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1. There are two lines under the product name that are redundant and can be combined.
The two statements “Fly Repellent” and “Repels Flies, Gnats, and-Meseguitees™ can be
combined into a single product claim.

2. The statement “1:5 Concentrate” may confuse end users. The original label shown to
the Agency at the pre-registration meeting says “Concentrate 5:1.” The Agency suggests
placing the word “Concentrate” just after the product name and then allow users to read
how to dilute the concentrate when reading the directions for use.

3. Ingredients Statement: Please align listed percentages by the decimal point.

4. On page 2 in the first paragraph you state “effective” and “long lasting™ to
characterize the product’s performance. The Agency has no product performance
data from you to support these statements. The end user has no means to understand
what “effective” and “long lasting” means. Further, the directions for use do not
indicate how often the product needs to be applied.

Unless and until you submit data to indicate how long the product lasts, the label
cannot use these claims,

5. Delete “Made with human grade ingredients.” This is a potentially false or
misleading statement.

6. Spray containers may vary from hand held sprayers to larger spray units that may
be available to the end user. The Agency recommends that the label be more
detailed in this regard. In relation to the direction to hold the spray container 10
to 12 inches from the coat, do you intend the product to be misted or to drench the
fur of the horse? If a mist or a drench, to so stipulate will allow the end user to
know they have provided sufficient coverage no matter what differences there
may be when using different types of spray containers.

7. How does one determine a case when the pest pressure is a “more stubborn case,”
as indicated in the dilution directions? Perhaps stating “When pest pressure is
high, use a dilution of 4 parts water to 1 part Aloe Herbal Horse Spray.”

8. First Ald: Reorder by moving Ifin eyes to top. Add hotline number as per LRM.
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(/“M”(““ Y ——T{#5 Concentrate —
- (_Repels Flies, Gnats and Mosquitoes—~ . -~

ALOE HERBAL HORSE SPRAY
Fly Repellent

Contains Aloe Vera, Sunscreen and Coat Conditioners

Active Ingredients;

_-32F1 oz. (946 mi) ™

I

0/75%

Citronella Oil
Cedarwood il Q.iSO%
Eucalyptus Oil 0378%
Other Ingredients; 98.372%
TOTAL: ,100%
A

KEEP OUT OF REACH OF CHILDREN

CAUTION

See back panel for additional precautionary statements.

Aloe Herbal Horse Spray
Cecember 2006

FPage 1¢0f3
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ALOE HERBAL HORSE SPRAY M f{;ﬁm\
phiche e £

P
A gentle, effective blend@gabbotamcal oils to repel flies, gnats, mosquitoes
and other flying insects on horses. Contains coat conditioners and sunscreen which

promote a healthy coat and protection from the sun. Made-with-human—grade—<____
_ingredients, Aloe Herbal Horse Spray provides your horse long lasting protection.

/ TN

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.
SHAKE CONTIANER BEFORE EACH APPLICATION.
General Directions; Apply in a covered area (i.e., stalls, barn, etc.). Brush coat to remove
excess dirt and dust. For best results apply to a clean horse.
Dilution Directions: To be used in a clean spray contalner of your choice. Dilute with 5

horse spray. 7xa lien Bt {aw/f Frele 7
Application Directions: Hold spray container 10 to 12 inches from coat for best
application. Apply with cloth to facial area. Do not dse on animals intended for human
consumption. [fo o 4 46 o Lo e fuct !
T b= 72y e
b STORAGE AND DISPOSAL. '
Dé 1iot contaminate water, food or feed by storage or disposal.

PES“"E‘ICIDE STORAGE: Store only in a cool, dry area inaccessible to children and pets. Keep
contalner tlglatlv closed when not in use.

;;;;;

approved waste dmpos&l facﬂlty

CONT AINER DISPOSAL

If empty: Do not reuse this container. Place in trash or offer for recycling if available.

If partly filled: Call your local solid waste agency or 800-CLEANUP for disposal instruclions.
Never place unused product down any indoor or outdoor drain.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact may
cause allergic reactions in some individuals. Avoid contact with eyes, skin or clothing. Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or
using tobacco.

Aloe Herbal Horse Spray Page 2 of 3

December 2006 1 24



ENVIRONMENTAL HAZARDS
For terrestrial uses: Do not apply directly to water, or to areas where surface water is present or
to intertidal areas below the mean high water mark. Do not contaminate water when disposing of
equipment washwater or rinsate.

FIRST AID
Have the product container or label with you when calling a poison control center or doctor, or
_ going for treatment.
If on skin: ¢ Take off contaminated clothing.

e Rinse skin immediately with plenty of water for 15-20 minutes.
e Call a poison control center or doctor for treatment advice.

If in eyes: e Hold eye open and rinse slowly and gently with water for 15-20 minutes.
. Remove contact lenses, if present, after the first 5 minutes, then continue rinsing.
¢ Call a potison control center or doctor for further treatment advice.

{L/\QJ&' bﬁ_ \

Manufactured By:

Lspree Animal Products, Inc.
3250 Stone Myers Parkway
Grapevine, TX 76051
wWaW.espree.com
1-800-328-1317

Tuowo

B

Aloe Herbal Horse Spray Page 3of 3

December 2006 1 25



Page  1s not included in this copy.

Pages 126 through 127 are not included 1In this copy.-

The material not included contains the following type of
information:

X Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.

A draft product label.

The product confidential statement of formula.
Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page(s) .
The document i1s not responsive to the request.
Proprietary information pertaining to the chemical
composition of an inert ingredient provided by the source
of the ingredient.

Attorney-Client Privilege.

Claimed Confidential by submitter upon submission to the
Agency.

Internal Deliberative Information.

* The information not included is generally considered confidential by product
registrants. If you have any questions, please contact the individual who
prepared the response to your request.




*Inert ingredient information may be entitled to confidential treatment*

Nina To Tadd Peterson/DC/USEPA/US@EPA
Simeonova/DCAISEPA/US -
06/07/2007 04:40 PM

bee

Subject 66936-

Todd,

The PC Codes of all the ingredients are written down.

About the tolerance exemptions:

- No data is found for: Citronella Oil and Cedarwood Qil {List 25f), Aloe Vera._
\_prob'ably because these are inerts not used in food

have tclerance exemptions under 180.910. There is tolerance
™~ exemption especially for Eucal il i :

The iner -

.} /The addedin the aliernate formulation: inert ingredients; have tolerance

Q tions under 180.910 and 180.930. The condition that the total amount of the dyes cannot exceed
Wa fulfilled,

1 Ifound data about the Flash Point of

* \_no data are required for Box 9.
A small mistake in the na unscreen - it must be
Also, the results from search the obsolete Lists of Inert Ingredients

are misilaced in Column 12 of the CSF. Moreover‘ thei are not needed and ari niI iiii iiiii ‘ ii

| think that is all you wanted to know. I'm leaving the CSF on your shelf in the file room. Tomorrow [ will
use my personal day, so if necessary, you will see me Monday.

Have a nice weekend. Nina

,Z*.
<’
'ﬁk

'L.l‘”;’ldf'-—'a‘
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Todd To "Christina Swick" <cswick@lewisharrison.com=
Peterson/DCIUSEPA/US

06/08/2007 10:57 AM

cc
bce Todd Peterson/DCISEPA/US
Subject RE: Aloe Herbal Horse Spray (File Symbal No. 66963-1}

Hi Christina,
First, thanks much for the electronic documents. {'ve printed these and wil! look at them shortly.

Second, | apologize for one item ! now see that | did not mention on the phone. For the CSFs, the
suppliers should, as best can be, provided with a full address including street. Several of these have the
wording "commaodity item"” in column 11 which is not part of an address. | suggest deleting these words.

A small mistake j unscreen - it must be _

Also, please delete the information provided in column 12. This column is used to list registration
numbers when a registered source is used for an ingredient.

Third, my chemist left me comments on the CSFs. One comment that concerns me is that a surfactant
listed on the CSF is revoked. | am not certain if this is in relation to food use or is not approved for any
pesticide use. { will need to get clarification on Monday. | still have a question about the requirement of a
flammability study. | did get some helpful information from the chemist with regard to the product flash
point, but } need to clarify this in relation to what is stated in the review.

Consider this an update and V'l follow with a more interim status report for today.
Monday ) have an important meeting from 1 to 3 PM and thus would fike to get final word 1o you on any
last minute issues by about 11 AM-11:30 AM.

¥'m thinking of coming in on Tuesday, my usual work at home day, to wrap this up so we can have closure
by Wednesday. That's the plant

Best Regards,
Todd Peterson, Ph.D, Biologist

USEPA, OPP, Biopesticides and Pollution Prevention Division
703-308-7224
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"Christina Swick" To Todd Peterson/DC/USERPA/US@EPA

<cswick@lewisharrison.com> cc

06/07/2007 10:58 AM bee

Subjedd RE: Aloe Herbal Horse Spray (File Symbol Nao. 66963-1}

Todd,

Attached is the revised label and CSFs per our discussion. I can be
reached on Friday and Monday by email or cell phone (301-775-5670}.

Thanks,
Christina

————— Original Message----- .

From: Peterson,.Todd@epamail.epa.gov

fimailto:Peterson. Todd@epamail . epa.gov]

Sent: Tuesday, June 05, 2007 3:37 pPM

To: Christina Swick

Subject: Re: Aloe Herbal Horse Spray (File Symbol No. 66363-1)

Hi,

Is there any chance that the company had data reviewed by the State of
california?
That would be great.

Also, if the company doesn't want to hold off, we could just have them
delete mosquitoes from the label.

1f data come in later, we could add mosquitoes to the label.

The mock up label as presented in the pre-registration meeting simply
stated "Fly Repellent."

I'm going te leave in about an hour to go over to DC. 1’11 be in
meetings most of the morning tomorrow.
But I'll try to give a call when I first get in around 9 AM tomorrow.

Best Regards,
Todd Petersorn, Ph.D, Biologist

USEPA, OPP, Riopesticides and Pollution Prevention Division
703-308-7224

ik ha ] gt
55935-8.BasicCSF.20070607.pdl 56936-B.4kemateCSF. 20070607 pdl 56536-8.20070607 Productabel pdf
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Aloe Herbal Horse Spray (=r'A Reg. No.:66963-1) " DP Number: 338682
PC Codes: 021901, 040505 & 011550 (Cilronella oil, Cedarwood oil & Eucalyptus oil)

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

MEMORANDUM

DATE: May 26, 2007

SUBJECT: Section 3 Registration of Aloe Herbal Horse Spray (EPA Reg. #: 66963-I),
Contatning 0.75% Citronella oil, 0.50% Cedarwood oil, and 0.378%
Eucalyptus oil (Active Ingredients). Review of Product Chemistry and

Acute Toxicity.
DP No.: 338682 Decision No.: 373758
PC Codes: 021901, 040505, MRID Nos.:  470293-01 1hrough

011550 470293-10
EPA Reg. No.: 66963-1
Chemical Class: Biopesticide

FROM: Manying Xue, Chemist -} 1\~ S A \ %m_,,ﬂ.__
BPB/BPPD (7511P)
THROUGH: Russell S. Jones, Ph.DD,, Senior Biologist /s/ 05/25;’200? N o it u/ /
- BPB/BPPD (7511P)

TO: Todd Petersorl, Regulatory Action Leader
BPB/BPPD (7511P)

*CONTAINS CONFIDENTIAL BUSINESS INFORMATION*

ACTION REQUESTED:

On behalf of Rhodia Inc., Lewis & Harrison Consultants has submitted an application for
a Section 3 registration of Aloe Herbal Horse Spray containing 0.75% Citronella oil,
0.50% Cedarwood oil, and 0.378% Eucalyptus oil (Active Ingredients). Aloe Herbal
Horse Spray is an end use product intended to be used to repel flies, gnats, mosquitoes,
and other flying insects on horses.

In support of this petition, the petitioner has submitted product chemistry studies of Aloe
Herbal Horse Spray at nominal concentration of 0.75% citronella oil, 0.50% cedarwood
oil (as “cedar oil” on the CSF), and 0.378% eucalyptus oil of the active ingredients
(MRIDs 470293-01 through 470293-04), basic Confidential Statements of Formula

Page | of &

.‘"//.-
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*Inert ingredient information may be entitled to confidential treatment*

Aloe Herbal Horse Spray (. A Reg. No.:66963-1) DP Number: 338682
PC Codes: 021901, 040505 & 011550 (Citronella oil, Cedarwood oil & Eucalyptus oil)

(CSFs, dated 01/04/07), proposed labels, and acute toxicity studies for Aloe Herbal Horse
Spray (MRIDs: 470293-05 through 470293-10).

BPPD has reviewed and evaluated the submissions for Aloe Herbal Horse Spray. The
decisions are made to reflect the current OPP’s policies.

RECOMMENDATIONS AND CONCLUSIONS:

1. The submitted product chemistry study for Aloe Herb Horse Spray is
Unacceptable based on OPPTS guidelines 830 Series, but upgradeable if 1) the
upper certified limit foriand the lower and upper certified limits for

hare corrected on the CSF; 2) results of a flammability test are
submitted; 3) results of the corrosion characteristics and flammability tests must

be submitted. The waiver requests for enforcement analytical method and storage
stability study are acceptable.

2. The submitted Tier I toxicity studies are Acceptable; no additional data are
required.

3. The submitted label for the end-use product (aloe herbal horse spray (EPA Reg. #:
66963-1) is Unacceptable. The registrant needs to provide information for
physical and chemical hazards and clarify the meaning of “human grade
ingredients” in the first paragraph,

4. Aloe Herbal Horse Spray, the EP, is proposed to be used to repel flies, gnats,
mosquitoes, and other flying insects on horses. Therefore there will be no Adverse
Eftect (NAE) on Threatened and Endangered Species.

5. No product performance study has been submitted with this application. The
registrant must submit product performance study for this registration.

STUDY SUMMARIES

Product Properties {OPPTS 830 Series GLNs)

End Use Product, Aloe Herf)al Horse Spray

On behalf of Rhodia Inc., Lewis & Harrison Consultants has submitted an application for
the Section 3 registration of aloe herbal horse spray. In support of this petition, the
petitioner has submitted product chemistry studies of the end use product, aloe herbal
horse spray (MR1Ds 47029301 through 4702904), and basic Confidential Statements of
Formula (CSFs), dated 01/04/2007 (Table 1).

Page 2 0f 6 1 32



*Inert ingredient information may be entitled to confidential treatment*

Aloe Herbal Horse Spray (k. A Reg. No.:66963-1) DP Number: 338682
PC Codes: 021901, 040505 & 011550 {Citronella oil, Cedarwood oil & Eucalyptus oil)

TABLE 1. Nominal CSF concentrations and limits for Aloe Herbal Horse Spray ~Basic Formulation®

Ingredients (CAS number) PC Code Purpose Concentration {% by weight)
Nominal Lower Upper

Active Ingredients

Citronella oil 021901 Aclive ingrediem | 0.75 0.675 0.825
(CAS No. 8000-20-1}

Cedar oil 040505 Active ingredient | 0.50 0.45 0.35
(CAS No. 8000-27-9)

Eucalyptus oil : 040303 Active ingredient | 0.378 0.340 0.416

(CAS No. 8000-48-4)

Inert ingredients

4Data from CSF

Physical and Chemical Characteristics

The product chemistry data base for aloe herbal horse spray is essentially complete.
There are no reported impurities of toxicological concern. The Series 830 physical and
chemical properties are given in Table 2 .

Aloe Herbal Horse Spray is an end use product intended to be used to repel flies, gnats,

mosquitoes, and other flying insects on horses. CSFs for a basic and an alternate

formulation were provided. The active ingredients in both formulations (w/w) are 0.75%

citronella oil, 0.50% cedarwood oil, and 0.378% eucalyptus oil. The inert ingredients
w/w) in the basic formulation are

inert ingredients. Adequate descriptions of the beginning materials were provided. The
product is formulated by a simple blending of the active and inert ingredients, and no
impurities are formed. Results of a preliminary analysis were not provided. In both
formulations, the upper certified limit given for ||| s 1ess than the nominal
concentration of [ lfin the product. In the alternate formulation, the certified
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*Inert ingredient information may be entitled to confidential treatment*

Aloe Herbal Horse Spray (Ex A Reg. N0.:66963-])
PC Codes: 021901, 040505 & 011550 (Citronella oil, Cedarwooed oil & Eucalyptus oil)

DP Number: 338682

limits given for

are incorrect. A waiver was requested for the requirement of

an enforcement analytical method. The physical and chemical characteristics were
adequately addressed, except the study of flammability. A waiver was requested for

storage stability, and the corrosion characteristics test is ongoing,.

TABLE 2. Physical and Chemical Properties for Aloe Herbal Horse Spray — Basic Formulation?®

Guideline Reference No./Property

Description of Result

Methods

830.6302 Color " Clear, colorless @ 25°C CCL SOP 10.12
830.6303  Physical State Liquid @ 25°C CCL SOP 10.12
830.6304 Odor Not required for EP
830.6313  Stability Not required for EP
830.6314 Oxidation/Reduction: No signs of reaction after 24 44 FR 16267
Cheinical Incompatibility hrs exposure (o powdered iron,
potassium permanganate,
water, Or monoammoninm
phosphate
830.6315  Flammability Need to be conducted
830.6316  Explodability Not applieable, product does
not contain any explosive
ingredients
830.6317  Storage Stability Waiver requested
830.6319  Miscibility Not applicable, product is not
to be diluted with petroleum
solvents
830.6320  Corrosion Characteristics Study in progress
830.6321 Dielectric Breakdown Voltage | ot applicable, product not for
use around electrical equipment
8307000 pH 490 @ 25°C CCL 80P 10.17
830.7050  UV/Visible Absorption Not required for EP
830.7100  Viscosity 18.266 mm?/s {cSt) @ 22°C ASTM Methods D 445 and D
446
830.7200 Melting Range Not applicable, product is a
ligquid
830.7220 Boiling Range Not required for EP
830.7300 Density/Relative Density/Bulk 0.8435 @ 23°C CCL 8OP 10.16
Density
830.7370 Dissociation Constant in Water Not required for EP
830,7550 Partition Coefficient Not required for EP
830.7840  Water Solubility Not required for EP
830.7950  Vapor Pressure Not required for EP
*Data from MRID 47028304
Page 4 of 6

134



Aloe Herbal Horse Spray (Ex A Reg. No.:66963—1) " DP Number: 338682
PC Codes: 021901, 040305 & 011530 {Citronella oil, Cedarwood oil & Eucalypius oil)

CLASSIFICATION: UNACCEPTABLE, but upgradeable. To upgrade to
acceptable, the registrant must resolve the deficiencies described in Conclusion 1 above.
The waiver requests for enforcement analytical method and storage stability study are
acceptable,

Acute Toxicity (OPPTS 870.1100 - 1300 & 870.2400 — 2600}

On behalf of Rhodia Inc., Lewis & Harrison Consultants has submitted acute toxicity
studies{MRIDs: 470293-03 through -10) for Aloe Herbal Horse Spray containing 0.75%
Citronella Oil, 0.50% Cedar O1l, and 0.378% Eucalyptus Oil (active ingredients) as test
material for acute oral toxicity, acute dermal toxicity, acute inhalation toxicity and skin
sensitization studies. The studies were conducted at Product Safety Laboratories, Dayton,
NJ. The data are summarized in the Table below. Details of the studies may be found in

the attached DERs.
TABLE3 Acute Toxicity Profile - Test Substance
Guideline | Study Type MRID{s) Resulls Toxicity
No. ' Category
870.1100 Acute oral [ral] 47029305 LDsg = >5000 mg/ke v
870.1200 Acute dermal [rat] 47029306 LDs, = >5000 mg/ke v
§70.1300 Acule inhalation [ral} 47029307 The mlialation LCs for males, females, IV
and combined was > 2.06 mg/L.
870.2400 Acule eye irrilation 47029308 The maximum average score was 18.0 al 11
[rabbil} one hour after tesl malerial instillalion,
Aloe Herbal Horse Spray was moderalely
frritaling.
870.2500 Acute dermal 47029309 The primary irrilation index was 3.8 1l
irrilation [rabbil]
870.2600 Skin sensilizalion 47029310 Aloe Herbal Horse Spray was a dermal a dermal
[guinea pig] sensilizer sensilizer

CLASSIFICATION: ACCEPTABLE; no additional data are required.

Product Performance (Nonguideline)

No product performance study has been submitted with this application. The registrant
must submit product performance study for this registration.

Page 50f 6
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Aloe Herbal Horse Spray (E» A Reg. No.:66963-) " DP Number: 338682
PC Codes: 021901, 040505 & 011550 (Citronella oil, Cedarweod oil & Eucalyptus oil)

Non-Target Organisms and Endangered Species Assessment
Aloe Herbal Horse Spray, the EP, is proposed to be used to repel flies, gnats, mosquitoes,

and other flying insects on horses. Therefore there will be no exposure to non-target
organisms and No Adverse Effects (NAE) on Threatened and Endangered Species.

cc: D, Beamhend, R. S. Jones; BPPD Chron File; OHAD/ARS
M. Xue, BPPD, 05/26/07
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‘DATA EVALUATION RECORD

CITRONELLA OIL

CEDARWOOD OIL

EUCALYPTUS OIL
(Aloe Herbal Horse Spray)

STUDY TYPES: Product Identity and Composition (OPPTS 830.1100)
Description of Beginning Materials (OPPTS 830.1200)
Description of Formulation Process (OPPTS 830.1200)
Discussion of Formation of Impurities (OPPTS 830.1400)
Preliminary Analysis (OPPTS 830.1700)
Certified Limits (OPPTS 830.1750)
Enforcement Analytical Method (OPPTS 830.1800)
Physical and Chemical Characteristics (OPPTS 830.6302-830.7950)

MRIDs 47029301-47029304

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
" Environmental Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37830
Task Order No. 07-033

Primary Reviewer:

Eric B. Lewis, M.S. Signature:
Date:

Secondary Reviewers:

Svivia Milanez, PL.D. D AB.T, Signature:
DPate:

Robert H. Ross, M.S., Group Leader Signature:
Date:

Quality Assurance:

Lee Ann Wilson, MLA, Signature:
Pate:

Disclaimer

This review may have been altered subsequent to the contractor=s signatures above.

Oak Ridgé National Laboratory managed and operated by UT-Battelle, L.1.C., for the U.S. Department of Energy under
Comniract No. DE-AC05-000R22725,



DATA EVALUATION RECORD

. D ot
EPA Secondary Reviewer: Manying Xue, Chemist,  05/26/2007 <Y} cfw’m

STUDY TYPE: Product Identity and Composition (OPPTS 830.1100)
Description of Beginning Materials (OPPTS 830.1200)
Description of Formulation Process (OPPTS 830.1200)
Discussion of Formation of Impurities (OPPTS 830.1400)
Preliminary Analysis (OPPTS 830.1700)
Certified Limits (OPPTS 830.1750)
Enforcement Analytical Method (OPPTS 830.1800)
Physical and Chemical Characteristics (OPPTS 830.6302-
830.7950)

MRID NO: 47029301-47029304
DECISION NO: 373758
DP BARCODE: DP338682

TEST MATERIAL: Aloe Herbal Horse Spray (a.i., 0.75% w/w citronella oil; 0.50%
w/w cedarwood oil; 0.378% w/w eucalyptus oil}

PROJECT STUDY NO: MRID 47029301 - 47029303 Not provided
MRID 47029304: Study No. 3660-01
SPONSOR: Espree Animal Products, Inc., 3250 Stone Myers Parkway,
Grapevine, TX 76051

TESTING FACILITY: MRIDs 47029301 - 47029303: None
MRID 47029304: Case Consulting Laboratories, Inc., 622 Route
Ten, Whippany, NJ 07981
TITLE OF REPORT: MRID 47029301: Aloe Herbal Horse Spray: Product Identity and
Composition. Source Active [ngredients
MRID 47029302: Aloe Herbal Horse Spray: Product Identity and
Compeosition, Beginning Materials, Formulating Process,
Formation of Impurities, Preliminary Analysis, and Certified
Limits.
MRID 47029303: Aloe Herbal Horse Spray: Waiver Request for
Enforcement Analytical Method and Storage Stability
MRID 47029304: Physical and Chemical Characteristics of Aloe
Herbal Horse Spray: Physical State, Oxidation/Reduction,
Corrosion Characteristics, pH, Viscosity and Relative Density
AUTHORS: MRIDs 47029301 - 47029303: Lewis & Harrison, LLC
MRID 47029304: Sinning, D.J.
STUDY COMPLETED: MRIDs 47029301 - 47029303: January 3, 2007
. MRID 47029304: November 28, 2006
GOOD LABORATORY MRID 47029301 A signed and dated GLP statement was
PRACTICE: included. The report is a discussion of product identity of the
source active ingredients. The information was provided to the
registrant, and the registrant does not know if GLP standards
were used.
MRID 47029302: A signed and dated GLP statement was
included. The report is a discussion and GLP standards do not
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*Inert ingredient information may be entitled to confidential treatment*

apply.
MRID 47029303: A signed and dated GLP statement was
included. The report is a waiver request, and GLP standards do
not apply.
MRID 47029304: A signed and dated GLP statement was
included. The study was conducted in compliance with GLP
standards. The test substance stability, synthesis, and
characterization are held by the sponsor, and the performing
laboratory does not know if these data conform to GLP standards.
CONCLUSION: Aloe Herbal Horse Spray is an end use product intended to be
used to repel flies, gnats, mosquitoes, and other flying insects on
horses. CSFs for a basic and an alternate formulation were
provided. The active ingredients in both formulations (w/w) are
0.75% citronella oil, 0.50% cedarwood oil, and 0.378%
eucalyptus oil. The inert ingredients (w/w) in the basic
formulation are

ingredients. Adequate descriptions of the beginning materials
were provided. The product is formulated by a simple blending of
the active and inert ingredients, and no impurities are formed.
Results of a preliminary analysis were not provided. In both
formulations, the upper certified limit given for [ s lcss
than the nominal concentration of || | I in the product. In
the alternate formulation, the certified limits given for

B:re incorrect. A waiver was requested for the requirement of an
enforcement analytical method. The physical and chemical
characteristics were adequately addressed, with the exception of
flammability. A waiver was requested for storage stability, and
the corrosion characteristics test is ongoing,

CLASSIFICATION: Unacceptable, but upgradeable if 1) the upper certified limit for .
i and the lower and upper certified limits for | EGczN
B are corrected on the CSF; and 2) results of a flammability test
are submitted. Results of the corrosion characteristics test must
be submitted upon its conclusion.

*CONTAINS CONFIDENTIAL BUSINESS INFORMATION*

Test Material: Aloe Herbal Horse Spray (a.i., 0.75% w/w citronella oil: 0.50% w/w cedarwood
oil; 0.378% w/w eucalyptus oil)
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*Inert ingredient information may be entitled to confidential treatment*
*Manufacturing process information may be entitled to confidential treatment*

L. PRODUCT IDENTITY AND COMPOSITION: Aloe Herbal Horse Spray is an
end use product intended to be used to repel flies, gnats, mosquitoes, and other flying
insects on horses. CSFs for a basic and an alternate formulation were provided. The
active ingredients in both formulations (w/w) are 0.75% citronella oil, 0.50%
cedarwood oil (given as “cedar oil”’ on the CSE), and 0.378% eucalyptus oil. The inert
ingredients (w/w) in the basic form

Deficiencies: None,

II. DESCRIPTION OF BEGINNING MATERIALS: The beginning materials for the
basic formulation of Aloe Herbal Horse Spray are citronella oil: cedarwood oil:
eucalyptus oil;|

I 1SS for the beginning

materials were provided in MRID 47029302,

Deficiencies: None.

II. DESCRIPTION OF FORMULATION PROCESS: Aloe Herbal Horse Spray is
formulated in a batch process by a simple mixi

Deficiencies: None.

IV. DISCUSSION OF FORMATION OF IMPURITIES: No impurities are expected to
form during the formulation process or during transport and/or storage of the product.

Deficiencies: None.
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*Inert ingredient information may be entitled to confidential treatment*

V. PRELIMINARY ANALYSIS: The registrant states on p. 4 of MRID 47029302 that
preliminary analysis is not required since the product is produced by a non-integrated
system using a registered manufacturing use product. According to the CSF and the
description of the formulation process provided in MRID 47029302, a registered
manufacturing use product is not used, and the three active ingredients are not
registered. However, the registrant provided certificates of analysis for five lots of the
three active ingredients in MRID 47029301, which satisfies the preliminary analysis
requirement.

Deficiencics: None.

VE CERTIFIED LIMITS: Table 2 lists the nominal concentrations and certified limits
for the ingredients in Aloe Herbal Horse Spray. In both formulations, the lower
certified limit for [ ichtly exceeds the OPPTS 830.1750-recommended
range _recommended). The upper certified limit given for [ NGNGB :s 1ess
than the nominal concentration o n the preduct. In the alternate
formulation, the certified limits for] re given incorrectly as [[lllana

B iostcad of and

TABLE 2. Nominal CSF concentrations and limits for Aloe Herbal Horse Spray —~Basic Formulation®

Ingredients (CAS number) PC Code Purpose Coneentration (% by weight)
Nominal Lower Upper

Active Ingredients

‘Cilronella oil i 021901 Active ingredient | 0.75 0.675 0.825
(CAS No. 8000-29-1)

Cedar oil 040505 Active ingredient | 0.50 0.45 0.55
(CAS No. 8000-27-9)

Eucalyptus oi} 040503 Active ingredient {0,378 0.340 0.416

(CAS No. 8000-48-4)

Inert ingredieuts

Dala from CSF

Deficiencies: The upper certified limit for must be adjusted to a value
higher than the nominal concentration of [l 1 the product. In the alternate
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*Inert ingredient information may be entitled to confidential treatment*

1.

formulati r and upper certified limits for _ must be corrected to
respectively.

VII. ENFORCEMENT ANALYTICAL METHOD: The registrant requested a
waiver of the requirement for an enforcement analytical method for each active
ingredient in the product. 40 CFR 158.155(f) states that if the identity of an ingredient
cannot be specified as a discrete chemical substance (such as mixtures that cannot be
characterized) the registrant must provide sufficient information to enable the Agency
to identify its source and qualitative composition. The registrant provided
specification sheets and certificates of analysis for five lots of each active ingredient
in MRID 47029301.

Each of the active ingredients in Aloe Herbal Horse Spray is an essential oil
composed of a group of chemicals. In some cases, individual chemicals are an integral
component of more than one of the active ingredients. The registrant provided results
for a typical analysis of each of the pure essential oils in MRID 47029303. The results
show that 11 of the individual chemicals are integral components of both citronella oil
and eucalyptus oil. The individual analytical results for the essential oils also show
that many of the individual chemicals are found only at very low concentrations in the
pure oil. Since each essential oil is present at a concentration of <1% in the
formulated product, many of the individual chemicals in the essential oils will be
present in the product at levels below the limits of detection. For these reasons, the
registrant does not believe that the end use product can be analyzed for each active
ingredient.

The registrant also notes that citronella oil and cedarwood oil are classified as

minimum risk pesticides under 40 CFR 152.25 (f)(1) and that
_ ingredients in the basic formulation are List 4A
inerts. Thus, approximately 82% of the formulated product qualifies as a minimum

risk pesticide.

Additionally, citrenella oil and eucalyptus oil are designated as GRAS by FDA, and
cedarwood oil is listed as a food additive. The alcohols and terpenes of cedarwood oil
are also considered GRAS by FDA. On p. 9 of MRID 47029303, the registrant states
that an FDA listing is included as an attachment to the report. This attachment was
not included in MRID 47029303,

Deficiencies: None.

VIII. PHYSICAL AND CHEMICAL CHARACTERISTICS:

Methods: The methods used to determine the physical/chemical characteristics are
provided in Table 2.

Results: The physical/chemical characteristics of Aloe Herbal Horse Spray are

provided in Table 2. A waiver for the storage stability requirement was requested
based on the inability to analyze for the individual active ingredients in the product
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*Inert ingredient information may be entitled to confidential treatment*

(see enforcement analytical method section). The corrosion characteristics study is in
progress.

Deficiencies: To address the flammability requirement, the registrant submitted “not
applicable since Aloe Herbal Horse Spray does not contain any combustible liquids.™
The reviewer notes that the MSDSs for all the ingredients except | ENGcNGE:-d

give a flash point. A flammability test meéting the requirements of
OPPTS 830.6315 should be conducted. Results of the corrosion characteristics testing
will need to be submitted upon its completion.
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TABLE 3. Physical and Chemical Properties for Aloe Herbal Horse Spray — Basie Formulation®

Guideline Reference No./Property

Description of Result

Methods

Clear, colorless @ 25°C

CCL SOP 10.12

830.6302 Color :
830.6303 Physical State Liquid @ 25°C CCL S0P 10.12
830.6304 Odor Not required for EP
8306313  Stability Not required for EP
8306314 Oxidation/Reduction: No signs of reaction after 24 44 FR 16267
Chemical Incompatibility hrs exposure 1o powdered iron,
potassium permanganatle,
water, or monoammonium
phesphate
830.6315 Flammability Not applicable, product does
not contain any combustible
liquids
830.6316  Explodability Not applicable, product does
not contain any explosive
ingredients
830.6317 Storage Stability Walver requested
830.6319 Miscibility Not applicable, product is not
to be diluted with petroleum
solvents
830.6320 Corrosion Characteristics Study in progress
830.6321 Dielectric Breakdown Voltage | Notapplicable, product not for
use around electrical equipment
8307000 pH 490 @ 25°C CCL SOP 10.17
8307050 UV/Visible Absorption Not required for EP
830.7100  Viscosity 18.266 mm?2/s {cSt) @ 22°C ASTM Methods D 445 and D
446
830.7200 Melting Range Not applicable, product is a
N liquid
830.7220 Boiling Range Not required for EP
830.7300  Density/Relative Density/Bulk 0.8435 @ 23°C CCL SOP 10.16
Density
§30.7370 Dissociation Constant in Water Not required for EP
830.7550  Partition Coefficient Not required for EP
830.7840  Water Solubility Not required for EP
830.7950 Vapor Pressure Not required for EP

*Data from MRID 47029304

IX. ADDITIONAL REVIEWER=S COMMENTS: None.
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DATA EVALUATION RECORD

ALOE HERBAL HORSE SPRAY

STUDY TYPE: ACUTE ORAL TOXICITY - RAT (870.1100)
MRID 47029305

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Environmental Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 07-033

Primary Reviewer:

Susan Chang, M.S. Signature;
Date:

Secondary Reviewers:

H. Tim Borges, M.T.(A.S.C.P.). Ph.D.. D.ABT. Signature:
Date;

Robert H. Ross. M. S.. Group Leader Signature:
Date:

Quality Assurance:

Eric Lewis. M.S, Signature:
Date:

Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Qak Ridge Nalional Laboralory managed and operated by UT-Batlelle, LC., for the U.S. Department of Energy
under Contract No, DE-AC05-000R22725. 1 45



DATA EVALUATION RECORD

EPA Secondary Reviewer:

7(:/\-)"—"
Manying Xue, Chemxst 05/26/2007

STUDY TYPE:
MRID NO:

DP BARCODE NO:
CASE NO:
DECISION NO:
TEST MATERIAL:

PROJECT NO:
SPONSOR:

TESTING FACILITY:
TITLE OF REPORT:
AUTHOR:

STUDY COMPLETED:

GOOD LABORATORY
PRACTICE:

CONCLUSION:

CLASSIFICATION:

Acute Oral Toxicity - Rats (OPPTS 870.1100)
47029305

DP 338682

Not reported

373758

Aloe Herbal Horse Spray (EPA Reg. No. 66963-1, 0.75%
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucal yptus
(il Eucalyptus Globulus, active ingredients)

21101

Espree Animal Products, Inc., Grapevine, TX
Eurofins/Product Safety Laboratories, Dayton, NJ
Acute Oral Toxicity Up and Down Procedure in Rats
Jennifer Durando

December 20, 2006

GLP Compliant -

The oral LDs; for female rats was greater than 5000
mg/kg.

ACCEPTABLE -- TOXICITY CATEGORY 1V
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1. STUDY DESIGN:

1. Test Material: Aloe Herbal Horse Spray containing 0.75% Citronella Oil, 0.50% Cedar Oil,
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients

2. Test Animals: Three female Sprague-Dawley rats were received from Ace Animals, Inc.,
Boyertown, PA, and weighed 204-231 g on the day of dosing. The young adult animals, 11
weeks old, were housed individually in suspended stainless steel cages with mesh floors.

The animals were fed Purina Rodent Chow No. 5012. Filtered tap water was available ad
libitum, The environmental conditions of the animal room were as follows: temperature, 19-
23°C; relative humidity, 31-69%; and photoperiod, 12 hour light/dark cycle. Air changes per
hour were not reported. :

3. Methods: Rats were ear-tagged: Nos. 3101, 3102, and 3103 and were acclimated for 23 or
24 days and fasted overnight prior to dosing. The test material {5000 mg/kg body weight)
was dosed by gavage (Table 1). Body weight was recorded prior to dosing, and on days 7
and 14. The test animals were observed for mortality and clinical signs of toxicity during the
first several hours post-dosing and at least daily for 14 days. All animals were necropsied.

11. RESULTS:

1. Mortality: All rats survived the study.

| TABLE 1. Doses, mortality/animals treated

[ Dose (img/kg) - Males . Females - Combined - ,
[ 5000 - 03 - J

Data taken from p. 10, MRID 47029305

2. Body Weight: All rats gained weight during the study.

3. Clinical Observations: With the exception of one rat that had soft feces 3-4 hours post
dosing, all rats appeared active and healthy throughout the study.

4. Gross Necropsy: No gross abnormalities were noted at necropsy.

II. DISCUSSION:

The oral LDsg for female rats was greater than 5000 mg/kg. This places Aloe Herbal Horse
Spray in TOXICITY CATEGORY 1V, The packet classification is ACCEPTABLE.
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DATA EVALUATION RECORD

ALOE HERBAL HORSE SPRAY

STUDY TYPE: ACUTE DERMAL TOXICITY - RAT (870.1200)
MRID 47029306

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Environmental Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 07-033

Primary Reviewer:

Susan Chang, M.S. Signature:
Date:

Secondary Reviewers:

H. Tim Borges. M.T.(A.S.C.P.), Ph.D.. D.A.B.T. Signature:
Date:

Robert H. Ross, M.S., Group [eader Signature:
Date:

Quality Assurance:

Eric Lewis, M.S, Signature:
Date;

[Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Qak Ridge National Laboratory managed and operated by UT-Bailelle, LLC., for 1the U.S. Departmenl of Energy

under Contract No. DE-ACG5-000R22725.




DATA EVALUATION RECORD

EPA Secondary Reviewer:

yv
Manying Xue, Chemzst 05/26/2007

STUDY TYPE:
MRID NO:

DP BARCODE NO:
CASE NO:
DECISION NO:
TEST MATERIAL:

PROJECT NO:
SPONSOR:

TESTING FACILITY:
TITLE OF REPORT:
AUTHOR:

STUDY COMPLETED:

GOOD LABORATORY
PRACTICE:

CONCLUSION:

CLASSIFICATION:

Acute Dermal Toxicity - Rats (OPPTS 870.1200)
47029306

DP 338682

Not reported

373758

Aloe Herbal Horse Spray (EPA Reg. No. 66963-1, 0.75%
Citronella Oil, 0.50% Cedar Oii, and 0.378% Eucalyptus
Oil Eucalyptus Globulus, active ingredients)

21102

Espree Animal Products, Inc., Grapevine, TX
Eurofins/Product Safety Laboratories, Dayton, NJ
Acute Dermal Toxicity Study in Rats — Limit Test
Jennifer Durando

December 20, 2006

GI.P Compliant

The dermal 1.Dsq for males, females, and combined was
greater than 5000 mg/kg.

ACCEPTABLE -- TOXICITY CATEGORY 1V
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1.

STUDY DESIGN:

. Test Material: Aloe Herbal Horse Spray containing 0.75% Citronella Oil, 0.50% Cedar Oil,

and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients.

Test Animals: Five male and five female Sprague-Dawley rats were received from Ace
Animals, Inc., Boyertown, PA, were assigned to groups, and weighed 247-254 g (males)
and 190-206 g (females) on the day of treatment. The young adult animals, 8-9 weeks old,
were housed individually in suspended stainless steel cages with mesh floors. The animals
were fed Purina Rodent Chow No. 5012 and filtered tap water was available ad libitum.
The environmental conditions of the animal room were as follows: temperature, 20-23°C;
relative humidity, 30-70%; and photoperiod, 12 hour light/dark ¢ycle. Air changes per hour
were not reported.

Methods: Rats were ear-tagged: Male — Nos. 3201 to 3205; Female — Nos. 3206 to 3210.
The rats were acclimated for 9 days. The test material (5000 mg/kg body weight) was
applied evenly over a 2 inch x 3 inch area (approximately 10% of the body surface) on the
dorsal trunk and the treatment site covered with a gauze pad. The gauze pad and entire
trunk were wrapped with Durapore tape. The coverings were removed after 24 hours and
excess test material removed. The test animals were observed during the first several hours
after treatment for inortality, signs of gross toxicity, and behavior changes and daily
thereafter for 14 days. The rats were weighed prior to treatment and on days 7 and 14. The
rats were euthanized on day 14 and necropsied.

RESULTS:

Mortality: All rats survived the study.

TABLE 1. Doses, mortality/animals Ireated

Dose (mg/kg) Males | Females Combined

2.

3.

4.

5000 0/5 0/5 0/10

Data 1zken frem p. 12, MRID 47029306.

Clinical Observations: Erythema and edema were noted at the dose site on two males and
five females on days 1, 2, 3, and/or 4. All rats appeared active and healthy throughout the
study.

Body Weight: All rats gained weight during the study.

Gross Necropsy: No gross abnormalities were noted at necropsy.

II1. DISCUSSION:
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The acute dermal LDsg for males, females, and combined was greater than 5000 mg/kg.
This places Aloe Herbal Horse Spray in TOXICITY CATEGORY IV. The packet
classification is ACCEPTABLE.,
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DATA EVALUATION RECORD

ALOE HERBAL HORSE SPRAY

STUDY TYPE: ACUTE INHALATION TOXICITY - RAT (870.1300)
MRID 47029307

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 Soath Crystal Drive
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Environmental Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 07-033

Primary Reviewer:

Susan Chang. M.S. Signatare:
Date:

Secondary Reviewers:
H, Tim Borges. M.T.(A.S.C.P.), Ph.D.. D.A.B.T, Signature;

Date:
Robert H. Ross. M.S.. Group Leader Signature;
Date:
Quality Assurance:
Eric Lewis, M.S. Signature:
Date:
Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Oak Ridge National Laboralory managed and operated by UT-Battelle, LC., for the U.S. Departmeni of Energy
under Contract No. DE-AC05-000R22725.



DATA EVALUATION RECORD S
G Ko
EPA Secondary Reviewer: - Manying Xue, Chemist,  05/26/2007
STUDY TYPE: Acute Inhalation Toxicity - Rats (OPPTS 870.1300)
MRID NO: 47029307
DP BARCODE NO: DP 338682
CASE NO: Not reported
DECISION NO: 373758
TEST MATERIAL: Aloe Herbal Horse Spray (EPA Reg. No. 66963-1, 0.75%
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus
Oil Eucalyptus Globulus, active ingredients)
- PROJECT NO: 21103
SPONSOR: Espree Animal Products, Inc., Grapevine, TX
TESTING FACILITY: Eurofins/Product Safety Laboratories, Dayton, NJ
TITLE OF REPORT: Acute Inhalation Toxicity Study in Rats — Limit Test
AUTHOR: Jennifer Durando
STUDY COMPLETED: December 20, 2006
GOOD LABORATORY GLP Compliant
PRACTICE:
CONCLUSION: The inhalation LCsq for males, females, and combined
was > 2.06 mg/L.
CLASSIFICATION: ACCEPTABLE -- TOXICITY CATEGORY IV
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I. STUDY DESIGN:

1. Test Material: Aloe Herbal Horse Spray containing 0.75% Citronella Oil, 0.50% Cedar Oil,
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients.

2. Test Animals: Five male and five female Sprague-Dawley rats were received from Ace
Animals, Inc., Boyertown, PA, were assigned to groups, and weighed 254-266 g (males)
and 180-225 g (females) on the day of treatment. The young adult animals, 8-9 weeks old,
were housed individually in suspended stainless steel cages with mesh floors. The animals
were fed Purina Rodent Chow No. 5012. Tap water was available ad libifum. The
environmental conditions of the animal room were as follows: temperature, 14-22°C;
relative humidity, 30-66%; and photoperiod, 12 hour light/dark cycle. Air changes per hour
were not reported.

3. Methods: Rats were ear-tagged: Male — Nos. 3301 to 3305; Female ~ Nos. 3306 to 3310.
The rats were acclimated for 10 days prior to exposure. The animals were exposed to the
concentration shown in Table 1. The rats were exposed nose-only in a Mini Nose-Only
Inhalation Chamber (ADG Developments Ltd) for four hours and one minute. They were
observed during exposure, upon removal from the chamber, and at least once daily
thereafter for 14 days. They were weighed prior to test material exposure and on days 7 and
i4. All rats were sacrificed and necropsied on day 14.

TABLE 1. Concentrations, exposure conditions, mortality/animals treated

Nominal Grav. MMAD GSb Particles Temp Humidity Mortality

Conc. Cenc. (um) N £33 pm o (%)

(mg/L) mgly | W (um (%) °C) o Male | Female | Combined

E3.08 2.06 2426 1.87- ~83 21-22 53-57 0/5 /5 0/10
1.90 )

Dala 1aken from Tables 4-6, pp. 9, 1, and 16-18, MRID 46523206,

Generation of the test atmosphere and description of the chamber: The exposure
atmosphere was generated using a 1/4 inch JCO atomizer (Spraying Systems Inc.), FC3
fluid cap and AC1502 ajr cap (Robert Miller Associates). The test material was metered to
the atomization nozzle through Tygon tubing using a pump. Filtered air was supplied by an
air compressor connected to the spray atomization nozzle. Additional filtered compressed
mixing air was supplied directly to the exposure chamber from a compressed air tank. The
average total airflow was 25.6-25.9 liters/min and the nose-only exposure chamber volume
was 6.7 L. Time to equilibrium was approximately 1 min.

Test atmosphere concentration: During exposure, gravimetric samples were collected
from the breathing zone of the animals six times, using glass fiber filters. Filter papers were
weighed before and after collection to determine the mass collected. The value was divided
by the total volume of air sampled to determine the chamber concentration. The average
results are in Table 1 above.
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1.

2,

3.

4,

Particle size determination: Particle size for each exposure concentration was determined
twice using an eight-stage Andersen cascade impactor. The test material concentration
collected at each stage was determined gravimetrically. The mass median aerodynamic
diameter and geometric standard deviation were determined graphically using two-cycle
logarithmic probit axes. Results are in Table 1 above.

RESULTS:
Mortality: All rats survived the study.

Clinical Observations: Clinical signs of toxicity were not reported for the period during
exposure. Irregular respiration, hunched posture, moist rales, and/or hypoactivity were
observed upon removal of the animals from the chamber. All animals had reduced fecal
volume.on Days 1 and/or 2 with recovery by Day 4 and appeared active and healthy
throughout the rest of the observation period.

Body Weight: All rats gained weight during the study.

Gross Necropsy: No gross abnormalities were noted at necropsy.

111. DISCUSSION:

The inhalation L.Csq for males, females, and combined was > 2.06 mg/L. This places Aloe
Herbal Horse Spray in TOXICITY CATEGORY IV. The packet classification is
ACCEPTABLE.
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DATA EVALUATION RECORD

ALOE HERBAIL HORSE SPRAY

STUDY TYPE: PRIMARY EYE IRRITATION - RABBIT (870.2400)
MRID 47029308

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Environmental Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 07-033

Primary Reviewer:

Susan Chang, M.S, ' Signature:
Date:

Secondary Reviewers:
H. Tim Borges. M. T.(A.S.C.P),Ph.D.. D ART. Signature:

Date:
Robert H. Ross, M.S.. Group Leader Signature:
Date:
Quality Assurance:
Fric Lewis, M.S. Signature:
Date:
Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Qak Ridge National Laboralory managed and operaled by UT-Battelle, LLC., for the U.S. Department of Energy
under Conitract No. DE-AC05-000R22725.
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DATA EVALUATION RECORD A
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EPA Secondary Reviewer: Manying Xue, Chemist,  05/26/20
STUDY TYPE: Acute Eye liritation - Rabbits (OPPTS 870.2400)
MRID NO: 47029308
DP BARCODE NO: DP 338682
CASE NO: Not reported
DECISION NO: 373758

TEST MATERIAL: Aloe Herbal Horse Spray (EPA Reg. No. 66963-1, 0.75%
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus
0il Eucalyptus Globulus, active ingredients)

PROJECT NO: 21104
SPONSOR: Espree Animal Products, Inc., Grapevine, TX
TESTING FACILITY: Eurofins/Product Safety Laboratories, Dayton, NJ
TITLE OF REPORT: Primary Eye Irritation Study in Rabbits
AUTHOR: Jennifer Durando
STUDY COMPLETED: December 20, 2006
GOOD LABORATORY GLP Compliant
PRACTICE:
CONCLUSION: Corneal opacity was noted on 1/3 rabbits at 1 and 24

hours after test material instillation with resolution by 48
hours. Iritis was noted on 3/3 rabbits one hour after test
material instillation with resolution on one rabbit by 48
hours and on two rabbit by 72 hours. Positive
conjunctival irritation (score 2 or 3) was noted one hour
after test material instillation with resolution on one
rabbit by 48 hours and on the other rabbits by 72 hours.
The maximum average score was 18.0 at one hour after
test material instillation. Aloe Herbal Horse Spray was
moderately irritating,

CLASSIFICATION: ACCEPTABLE -- TOXICITY CATEGORY III
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IL.

STUDY DESIGN:

. Test Material: Aloe Herbal Horse Spray containing 0.75% Citronella Qil, 0.50% Cedar Oil,

and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients.

Test Animals: Three male young adult New Zealand White rabbits were received from
Robinson Services, Inc., Clemmons, NC. The animals were housed individually in
suspended stainless steel cages with mesh floors. The animals were fed Pelleted Purina
Rabbit Chow No. 5326. Filtered tap water was available ad libitum. The environmental
conditions of the animal room were as follows: temperature, 19-22°C; relative humidity, 48-
72%; and photoperiod, 12 hour light/dark cycle. Air changes per hour were not reported.

Methods: The rabbits were ear-tagged: Nos. 3401 to 3403 and were acclimated for 14 days.
The test material (0.1 mL/eye/animal) was applied in the conjunctival sac of the right eye,
and the eye held closed for approximately one second. The left eye served as control. The
eyes were examined and scored 1, 24, 48 and 72 hours and at 4 days afier test material
instillation.

\

RESULTS:

. Mortality: All rabbits survived the study.

Ocular Lesions: Cormneal opacity was noted on 1/3 rabbits at 1 and 24 hours after test

material instillation with resolution by 24 hours (Table 1). Iritis was noted on 3/3 rabbits
one hour after test material instillation with resolution on one rabbit by 48 hours and on two
rabbit by 72 hours (Table 2). Positive conjunctival irritation (score 2 or 3) was noted one
hour after test material instillation with resolution on one rabbit by 48 hours and on the other
rabbits by 72 hours . The maximum average score was 18.0 at one hour after test material
instillation (Table 3).

TABLE 1. Individual Male (M) and Female (F) Eye Scores w/ Time: Cornea {A=Density of Opaeity,
_ B=Area of Opacity)

Animal 1 hour 24 hours 48 hours 72 hours 4 days

No.

B

A

3401

4

3402

A
0
0

N N v

A
0
0

4

3403

< (o (o (B
FS S I ]

sl e (g

0
0
0

A
0
0
0

S I I Y = <]
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TABLE 2. Summary of Eye Irritation Scores with Time: Conjunctiva and Iris

Scére Conditions I hour 24 Hours 48 hours 72 hours 4 days
Conjunctiva
Erythema 2 2 lto2 i 0
Chemosis lto2 1 Dl 0 0
Discharge 2-3 lto2 Oto i 0 0
Iris 1 i Otol 0 0

Trritation score is based on Draize Method

Scale for Scoring Qcular Lesions

Cornea

A. Opacity-degree of density (area most dense taken for reading)
IO DPAEILY <ot iit et crrsr et st e et esbeanas e st P aeseraaesbesesbasse A SEeanebesn b e ae e ba s as o R e e Smea et e r s et g adebas e e e ne e 0
Scattered or diffuse area, details of iris clearly visible .............. OSSR U RSO RO PROROURRPOOY i*
Easily discernible translucent areas, details of iris slightly ohSCUIEd ......ccoeeiviiie e, 2
Opalescent areas, no details of iris visible, size of pupil barely discemnible..........cooorii 3*
Opaque, 1118 INVISTDLIE ...t it es e bt e b b e e e e e aeere e 4%

B. Area of cornea involved
One quarter {01 1888} DUL MO ZETO (oo s cree e rada e etae e resbasta e s e e s e e e mmsvamas s i s bmemeeae e i
Greater than one quarter, but 1ess than half ... s 2
Greater than half, but less than thIee QUATETS ..o e e 3
Greater than three quarters, up 10 WHOLE Ared ....ooooiverecinrvinirirce e SO PE R URURIOR 4
Score= AxBx5 TFotal Maximum Score = §0

Iris

A. Values
IR T o ) U OO P O RPUU S OPOR 0
Folds above normal, congestion, swelling, circumcorneal injection (any or all of these or combination

of any thereof), iris still reacting to light {sluggish reaction is POSIVE). ..ccoevieeecicimr i e, 1*

No reaction to light, hemerrhage, gross destruction (any or all of these). ..o 2%
Score= A x5 Total Maximum Score = 10

Copjunctivae
A. Redness (refers to palpebral and bulbar conjunctivae excluding cornea and iris)

VESSELS MOTIMIAL vttt ettty s h et s E R o a 10 F b r et st e s Sn e a7 AR st PR R e b et s m et ene e annn e e 0
Vessels definitely injected above normal ,, P rereesaree e rcesarnatarnsenneeessessnsiassnesnn |
More diffuse, deeper crimson red, 1nd1v1dual vessels not easﬂy dlscemlble ............................................... 2%
DITUSE DEEIY TRA .ottt ettt ee ettt re bt e At s as b b e mrm Rt £ re Rt e e 3%
B. Chemosis
INO SWELLNE ... ceeee ettt e beem e st et a et b1 1p 4 s Ao s E Rt r s e et eE R P A AR A4 eb e e e b 0
Any swelling above normal (includes nictitating Membrane) ... 1
Obvious swelling with partial eversion 0F s ..co.oe i veeee e vsse e sae e s seensenras i
Swelling with 1ids about Ralf ClOSEM .. v it st s e e ss e st 3=
Swelling with lids about half closed to completely closed......ccoooiiciiiii i, 4%
C. Discharge
NO GISCRAIEE . vttt sttt e e e ae et e e a s ee s e b e R s A e R 44 s e de e e s eenasebeamas s bt e et senms 0
Any amount different from normal {(does not include small amounts observed in inner canthus of
FaTe) g oaE LI 1010161 Y S U OO P TSP PROPPN 1
Discharge with moistening of the lids and hairs just adjacent to Hds ... 2
Discharge with moistening of the lids and hairs, and considerable area around theeye ... 3
Seore=(A+B+C)x2 Fotal Maximum Score = 20

* represents a positive response



TABLE 3. Sunumary of Total® and Primary Eye Irritation Scores with Time

Animal # 1 howr 24 hours 48 hours 72 hours 4 days
3401 15 13 11 2 0
3402 15 13 4 2 0
3403 24 20 9 2 0

Average scores’ 18.0 15.3 8.0 2.0 0.0

*Formula: Total lrritation Score = | + 11 + 111, where,

1 = Comeal Score = [Density (4) x Area (B)] x 5

II = Iris Score = Scverily X 5

111 = Conjunctival Score = [Erythema (A) + Chemosis (B) + Discharge (C)] x 2
"Average Primary lrritation = Sum of Total lrritation Scores + 3

HI. DISCUSSION:

Corneal opacity was noted on 1/3 rabbits at 1 and 24 hours after test material instillation
with resolution by 48 hours. Iritis was noted on 3/3 rabbits one hour after test material
instillation with resolution on one rabbit by 48 hours and on two rabbit by 72 hours.
Positive conjunctival trritation (score 2 or 3) was noted one hour after test material
instillation with resolution on one rabbit by 48 hours and on the other rabbits by 72 hours.
The maximum average score was 18.0 at one hour after test material instillation. Aloe
Herbal Horse Spray was moderatel y irritating and 1s in TOXICITY CATEGORY IH. The
packet clasgification is ACCEPTABLE.
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DATA EVALUATION RECORD

ALOE HERBAL HORSE SPRAY

STUDY TYPE: PRIMARY DERMAL IRRITATION - RABBIT (870.2500)
MRID 47029309

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Environmental Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. (07-033

Primary Reviewer:

Susan Chang, M.S. Signature:
Date;

Secondary Reviewers:

H. Tim Borges, M. T.{A.S.C.P.). Ph.D.. D.A.B.T. Signature:
Date:

Robert H, Ross. M.S.. Group Leader Signature:
Date;

Quality Assurance:

Eric Lewis, M.S. Signature:
Date:

Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Qak Ridge National Laboralory managed and operaled by UT-Battelle, LL.C., for the U.S. Department of Energy
under Conlract No. DE-AC05-000R22725. 1 6 1



DATA EVALUATION RECORD

EPA Secondary Reviewer:

e e

Manying Xue, Chem;st 05/26/20607

STUDY TYPE: Primary Dermal Irritation - Rabbits (OPPTS 870.2500)
MRID NO: 47029309
DP BARCODE NO: DP 338682
CASE NO: Not reported
DECISION NO: 373758
TEST MATERIAL: Aloe Herbal Horse Spray (EPA Reg. No. 66%963-1, 0.75%
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus
Oil Eucalyptus Globulus, active ingredients)
PROJECT NO: 21105
SPONSOR:. Espree Animal Products, Inc., Grapevine, TX
TESTING FACILITY: Eurofins/Product Safety Laboratories, Dayton, NJ
TITLE OF REPORT: Primary Skin Irritation Study in Rabbits
AUTHOR: Jennifer Durando
STUDY COMPLETED: December 20, 2006
GOOD LABORATORY GLP Compliant
PRACTICE:

CONCLUSION: Well defined moderate to severe erythema was noted on
all rabbits 30-60 minutes after patch removal that
persisted through day 14. Clearance on two rabbits was
noted by day 14. Slight edema was noted on all animals
30-60 minutes after patch removal with clearance by Day
14. The primary irritation index was 3.8.

CLASSIFICATION: ACCEPTARLE -- TOXICITY CATEGORY IIl
I. STUDY DESIGN:

1. Test Material: Aloe Herbal Horse Spray containing 0.75% Citronella Oil, 0.50% Cedar Oil,
and 0.378% Eucalyptus Oil Eucalyptus Globulus as active ingredients.

. Test Animals: Three female young adult New Zealand White rabbits were received from

Robinson Services, Inc., Clemmons, NC. The animals were housed individually in
suspended stainless steel cages with mesh floors. The animals were fed Pelleted Purina
Chow No. 5326. Filtered tap water was available ad /ibirum. The environmental conditions
of the animal room were as follows: temperature, 19-22°C; relative humidity, 46-72%; and
photoperiod, 12 hour light/dark cycle. Air changes per hour were not reported.
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3. Methods: The rabbits were ear-tagged, Nos. 3501to 3503, and were acclimated for 8 days.
The fur on the dorsal trunk of each rabbit was clipped on the day pnor to treatment. The
rabbits were treated with 0.5 mL of test material applied on a 6 cm” clipped intact site, and
the site covered with gauze pad. The pad and entire trunk were wrapped with a semi-
occlusive Micropore tape and Elizabethan collars were placed on the rabbits. The covering
and the collar were removed four hours later and the site cleansed to remove any residual test
material. The animals were observed at least once daily for gross toxicity and behavior
changes during the study. Dermal examination was recorded at 1, 24, 48, and 72 hours and
at 7, 10, and 14 days after removal of the patch.

iI. RESULTS:

Mortality: All rabbits survived the study.

2. Dermal responses: Well defined erythema was noted on 2/3 rabbits 30-60 minutes after
patch removal that persisted through 72 hours, The erythema reduced on one rabbit by
Day 7 and persisted on one rabbit through Day 14. The third rabbit had well defined
erythema 30-60 minutes after patch removal, moderate to severe erythema by 24 hours,
well defined erythema at 72 hours, that reduced to very slight erythema by Day 10. The

primary irritation index was 3.8.

Irritation Scores:

TABLE 1, Swinmary of individual rabbit’s dermat irritation scores with time
Hours Days
Animal Nos. i 24 48 72 7 ItH 14
3501 217t 2/2 2 2/1 i Y1 10
3502 21 22 2/2 2/t 1 010 0/0
3503 272 32 2j2 2/1 i 17{0] 0/0
Data taken from Table 1, p. 13, MRID 47029300,
*Eryihema/Edema
Description of raling method:
Evaluation of Skin Reactign: Score
Erythema formation:
IR =) g 11 o v AU SO SU PSP O VPSP UPURR 0
Very slight erythema (barely perceptible) ..o s s s 1
WEll-defIned EryIIIEMIA .c.cvicirnriciriiire it e bt bR ne s n s e e 2
Meaoderale 1o severe erythema... o 3
Severe erythema (beel redness} }o sllghl esohar formalton (mjurles in depth) .................................................. 4
Edefna Formation:
FR e R =L L2 14T FO S SO PO PO OO U PSPPSR 0
Very shight edema (Barely perceplibBle). v et sesme s sreras st s es s s at s sb g st s sese e renes 1
Slight edema (edges of area well-defined by definile raiSing).....c.cooereriviirneiiicas e 2
- Moderate edema {raised approximately 1 MM ....o.coviiieriiieiecce ettt sar e sa s e a s st n s 3
Severe edema (raised by more than I mm exiending beyond the area of eXPOSULE) .ccocovvevrriveiminceeee e, 4



II1. PISCUSSION:

Well defined erythema was noted on 2/3 rabbits 30-60 minutes hour after patch removal that
reduced to very slight erythema on one rabbit through Day 7 with clearance by Day 10 and
on another rabbit through Day 14. The third rabbit had well defined erythema 30-60 minutes
after patch removal, moderate to severe erythema by 24 hours, well defined erythema by 48
and 72 hours, that reduced to very slight erythema by Day 10 with clearance by Day 14.
Slight edema was noted on all animals 30-60 minutes after patch removal that persisted on
some animals through Day 14, The primary irritation index was 3.8. Aloe Herbal Horse
Spray was moderately irritating and is in TOXICITY CATEGORY III. The packet
classification is ACCEPTABLE.
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DATA EVALUATION RECORD

ALOE HERBAL HORSE SPRAY

STUDY TYPE: SKIN SENSITIZATION - GUINEA PIG (870.2600)
MRID 47029310

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Environmental Sciences Division
Oazk Ridge National Laboratory
Ozk Ridge, TN 37831
Task Order No. (7-033

Primary Reviewer:

Susan Chang. M.S. Signature:

Date;

Secondary Reviewers:

H.Tim Borges. M. T.(A.S.C.P.), Ph.D..D.ARB.T, Signature:
Date:
Robert H. Ross, M. 8., Group Leader Signature:
Date:
Quality Assurance:
Eric Lewig, M.S. Signature:
Date:

Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Oak Ridge Natiocnal Laberatory managed and operated by UT-Baltelle, LLC., for 1he 1J.5. Departmenl of Energy
under Conlracl No. DE-AC05-000R22725.
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DATA EVALUATION RECORD \

EPA Secondary Reviewer: Manying Xue, Chemist, 05/26/2007
STUDY TYPE: Skin Sensitization - Guinea Pigs (OPPTS 870.2600)
MRID NO: 47029310
DP BARCODE NO: DP 338682
CASE NO: Not reported
DECISION NO: 373758
TEST MATERIAL: Aloe Herbal Horse Spray (EPA Reg. No. 66963-1, 0.75%
Citronella Oil, 0.50% Cedar Oil, and 0.378% Eucalyptus
0il Eucalyptus Globulus, active ingredients)
PROJECT NO: 21106
SPONSOR: Espree Animal Products, Inc., Grapevine, TX
TESTING FACIHLITY: Eurofins/Product Safety Laboratories, Dayton, NJ
TITLE OF REPORT: Dermal Sensitization Study in Guinea Pigs (Buehler
Method)
AUTHOR: Jennifer Durando
STUDY COMPLETED: December 20, 2006
GOOD LABORATORY GLP Compliant
PRACTICE:
CONCLUSION: After three consecutive weekly inductions, the test
animals showed positive signs of irritation 24 and 48
hours after challenge. Aloe Herbal Horse Spray was a
dermal sensitizer,
CLASSIFICATION: ACCEPTABLE
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11.

1.

2.

3.

STUDY DESIGN:

Test material: Aloe Herbal Horse Spray containing 0,75% Citronella Qil, 0.50% Cedar Oil,
and 0.378% Eucalyptus Qil Eucalyptus Globulus as active ingredients.

Test animals: Thirty female Hartley guinea pigs were received from Elm Hill Breeding
Labs, Chelmsford, MA, were assigned to groups, and weighed 318-403 g at experiment start.
The body weight was not reported for four males that were used for preliminary irritation
testing. The young adult animals were housed individually in suspended stainless steel cages
with mesh or plastic perforated floors. The animals were fed pelleted Purina Guinea Pig
Chow No. 3025. Filtered tap water was available ad libitum. The environmental conditions
of the animal room were as follows: temperature, 19-22°C; relative humidity, 48-75%; and
photoperied, 12 hour light/dark cycle. Air changes per hour were not reported.

Methods: Male and Female guinea pigs were marked with color codes and grouped:
Preliminary irritation testing — Nos. 3680 to 3683 (males); Test — Nos. 3601 to 3620
(females); Naive Control — Nos. 3621 to 3630 (females). The guinea pigs were acclimated
for 7-39 days. The animals were induced and challenged according to the method of
Buehler. From the results of the preliminary irritation testing, undiluted test material was
used for induction and challenge. The dorsal and flank areas of 20 test guinea pigs and 10
naive control animals were clipped prior to each treatment. For the induction, 0.4 mL.
undiluted test material was applied to the animal using a Hill Top Chamber secured with
non-allergenic adhesive tape. The chamber and excess test material were removed after six
hours. The procedure was repeated once each week for three consecutive weeks. Twenty-
seven days after the first induction, the test animals were challenged with 0.4 mL of
undiluted test material under occlusion to naive sites. At challenge, a naive control group (10
animals) was treated with 0.4 mL of undiluted test material. Reactions were scored at
approximately 24 and 48 hours following induction and challenge application.

RESULTS:
Mortality: All animals survived the study.
Body Weight: All animals gained weight during the study.

Skin Effects: Very faint usually non-confluent erythema was noted on 8/20 test animals 24
hours after the first induction with clearance on 4/12 animals by 48 hours. Very faint usually
non-confluent erythema was noted on 12/20 test animals 24 hours afier the second induction
that persisted through 48 hours. Very faint usually non-confluent erythema and faint usually
confluent erythema were noted on 11/20 and 8/20 test animals, respectively, 24 hours after
the third induction and on 15/20 and 3/20 test animals, respectively, 48 hours after the third
induction. Faint usually confluent erythema was noted on 11/20 test animals 24 hours after
challenge and on 9/20 test animals 48 hours after challenge. Very faint usually non-
confluent erythema was noted on 6/10 naive control animals 24 hours after challenge with
clearance on four animals by 48 hours,
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" TABLE 1. Summary of Individual Erythema Challenge Scores with Time *

I 24 hours 48 hours

]Erythema Score 0 0.5 1.0 2.0 0 0.5 1.0 2.0

Treated 1 8 11 0 3 8 -8 0

Naive Control 4 6 0 ¢ g 2 0 0

Ty r— - .-

"Number of animals affected
Evaluation score is based on Buehler Grading Scale.

Scale for Scoring Skin Reaction

Buehler sensitization scoring scale

Ervthema Seore
No reaction

Very faint, usually noneonfluenl ...t e ara s e meee st £ ee s e e e 0.5
Faint, usually ComIUSHL .o oo et s et eas bt st st r e e b e e e rraeeaa e e seber A A e eaeraes i
LT (3T =T S U PSS OO 2
Severe with or WHROUE 8UBIMNA ..ot e a e s res e re s st es et e s ebsem b e e e aae s e sesnssrvenrertare 3
1. DISCUSSION:

After three consecutive weekly inductions, the test animals showed positive signs of
reactivity while the natve control animals showed no positive signs of reactivity 24 and 48
hours after challenge. The study included an alpha-hexylcinnamaldehyde (HCA) positive
control study which was carried out within six months of the study and the results were
appropriate. Aloe Herbal Horse Spray was a dermal sensitizer. The packet is classified as
ACCEPTABLE.
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Russell To Todd Peterson/DC/USEPA/US@EPA

s Jones/DC/USEPAUS

i cc Manying Xue/DC/USEPA/US@EPA

A 06/01/2007 04:31 PM

-

P bee
Fh

Subject Re: Question ahout Review for 66963-1 Aloe Herbat Horse
Spray[f:ﬁ

Todd:

Manying and | discussed the efficacy issue and we were a [ittie unceriain regarding the need for any
efficacy data since the pests targeted are considered pubiic health pests, but the animal being protected is
a horse, not a human. We ultimately decided that maybe the risk manager (you} might make the final call.
[ 'm not sure that we really need any efficacy data.

Russ

Russelt S. Jones, Ph.D., Senior Biclogist
Chair, Biochemical Classification Committee
Biochericals Branch Science Team Captain
Biopesticides & Poliution Prevention Division (7511F)
Office of Pesticide Programs

U. 5, Environmentat Protection Agency
2227 South Crystal Drive

One Potomac Yard, 8th Floor

Arlington, VA 22202

Ph: 703/308-5071

FAX: 703/308-7026

jones.russell@epa.gov

Visit hitp:/'www.epa.gov/pesticides
-——Todd PetersorvDCAISEPA/US wrote: ——-

To: Manying Xue/DC/USEPA/US@EPA

From: Todd Peterson/DCAISEPA/IS

Date; 06/01/2007 03:55PM

cc: Russeil Jones/DCMISEPA/US@EPA

Subject: Question about Review for 66363-| Aloe Herbal Horse Spray

Hi Manying,

| wanted to know if you may still have any other papers from the review for the data for this product?
[ think there were some things [ expect to get back with the review memo.

Let me know if you have a copy of the transmittal |etter, a labei, or anything else that goes with this
application.

Aiso, the review states that the registrant needs to submit product perfformance data
This staterment is not cleario me,

Do you mean performance to demonstrate how often the product is to be appiied?
Qr, are you saying we need to demonstrate that the product actually repels the slated pests?
Oy, do we need both types of data?

To just say performance data are needed without being just a little more specific leaves me 10 wonder
what to ask forl
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Also, why do we need this data? If it is to support a label claim, then | understand.
If this is in relation to human health pests, then do we need this for use on a horse?

| apologize if I'm missing something simple. | have called up the jacket and will get some more
information to help me once that is available.

It appears that aside from the product performance data we can register the product with changes to the
CSF and possibly conditions that they supply other data in the near future.

Best Regards,
Todd Peterson, Ph.D, Biologist

USEPA, OPP, Bigpesticides and Pollution Prevention Division
703-308-7224
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L E W I S 122 € Streel, N.W., Suite 740
d;l Washington, D.C. 20001
H A R_ RI S O N telephone 202.393.3803
1ax 202.393.3906

Consulfants in Government Affairs

January 4, 2007 _ HAND DELIVERED

Document Processing Desk (APPL)
Office of Pesticide Programs (7504P)
US Environmental Protection Agency
One Potomac Yard

2777 S Crystal Drive

Arlington, VA 22202

To: Todd Peterson, Ph.D. (7511P) .
Biopesticides and Poilution Prevention Division (BPPD}
RE: Registration Application for a New End-Use Product .

Product: Alce Herbal Horse Spray .
EPA File Symbol: 66963- .
Registrant. Espree Animal Products, Inc.
PRIA Category B72, New Product, Me-Too, Non-Fast Track "
PRIA Fee is 30 (100% Fee Waiver Request) JURR

Dear Dr. Peterson:

On behaif of Rhodia Inc., | am submitting a registration application for Aloe Herbal
Horse Spray, a new-use product, As mentioned at our September 20086 pre-submission
meeting, this product contains three active ingredients: citronelia oil, cedarwood oit, and
eucalyptus oif. -

PRODUCT CHEMISTRY DATA

Aloe Herbal Horse Spray uses three unregistered actives to formulate this product. As
mentioned at the pre-submission meeting, we are supplying certificates of analysis on
these source materials (please refer to Volume 1).

The three actives in this product are all essential oils. Since none of these materiais is
a discrete chemicai, product analysis for each active (when used in combination} cannoct
be performed. Thus, we are requesting a waiver for the enforcement analytical methed
and the one-year storage stability. This waiver request is attached as Volume 3.
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TOXICOLOGY
Espree is submitting product-specific acute toxicology studies to support this
registration. These are being submitted as Volumes 5-10.

LABELING
Espree is current labeling is for an indoor, non-food use product.

EFFICACY
No public health claims are being proposed for this product; therefore no efficacy is
reguired.

In support of this application, please find enclosed the following documents:

1} Small Business Waiver Request

2) Application for Pesticide Registration form.

3) One (1) copy of the Confidential Statement of Formula (CSF) form for both a basic
and alternative formulation.

4} Five (5) copies of the proposed product label.

5) Certification with Respect to Data Compensation form. UVOR LS
6} Data Matrix Chart for each of the active ingredients. Lo
7) Product-Specific Data Matrix Chart. sernee o amewne

8) Three (3) copies of the Summary of the Physical/Chemical Properties worksheei...
9) Three (3) copies of the Product Chemistry and Acute Toxicology datd yoipmes .

Ano A

Lewis & Harrison is acting on behalf of Espree as both the "Company Agent””ahd
"Contact Point”. Accordingly, please relay all questions and correspondence, including
notification of the MRID numbers and Data Evaluation Records, directly to us.

If you have any questions about this submission, please contact either Eliot Harrison at
(202) 393-3903 ext. 14 or me at (202) 393-3903 ext. 13.

Sincerely,

L/{‘Jb/k.fb i / _
Catherine Rice
Agent for Espree Animal Products, Inc.
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L E W I S 122 £ Skreat, N.W., Suite 740
d ;Z Washington, D.C. 20001
H A R_R_ ] S O N telephone 202.393.3903
fax 202.393.3506

Consullants in Government Affairs

January 4, 2007 HAND DELIVERED

Document Processing Desk (APPL)

Office of Pesticide Programs (7504P)

US Environmental Protection Agency

One Potomac Yard

2777 S Crystal Drive _ immmae
Ardlington, VA 22202 Tt .

To;

RE:

aaaaaaa

Todd Peterson, Ph.D. (7511P) |
Biopesticides and Pollution Prevention Division {BPPD) »

Registration Application for a New End-Use Product .
Product: Aloe Herbal Horse Spray ’
EPA File Symbol: 66963-

Registrant: Espree Animal Products, Inc.
Data Transmittal Letter for Studies Supporting the Registration Application
of Aloe Herbal Horse Spray

Dear Dr. Peterson:

On behalf of Espree Animal Products, Inc., | am submitting three (3) copies of the
following studies in support of the Section 3 registration application for Aloe Herbal
Horse Spray: -

Volume 1 of 10

Aloe Herbal Horse Spray: Product Identity and Composition Source Active
Ingredients. January 3, 2007. 31 pp.

MRID#

Volume 2 of 10

Aloe Herbal Horse Spray: Product Identity and Composition, Beginning Materials,
Formulating Process, Formation of Impurities, Preliminary Analysis, and Certified
Limits. January 3, 2007. 4 pp. and 46 conf. pp.

MRID#
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Volume 3 of 10

Aloe Herbal Horse Spray: Wavier Request for Enforcement Analytical Method
and Storage Stability. January 3, 2007. 9 pp.

MRID#

Volume 4 of 10

Physical and chemical Characteristics of Aloe Herbal Horse Spray: Physical
State, Oxidation/Reduction, Corrosion Characteristics, pH, Viscosity, and
Relative Density. November 28, 2006.

Performing Laboratory: Case Consulting Laboratories, Inc. 7 pp.

MRID#

-
_.pous

Volume 5 of 10
Acute Oral Toxicity Up and Down Procedure in Rats. December.20; 2006 .
Performing Laboratory: Eurofins/Product Safety Laboratory. 14 pp,,....

MRID #: :...:.
Volume 6 of 10 7 S
Acute Dermal Toxicity Study in Rats — Limit Test. December 20, 2006 mee, L

Performing Laboratory: Eurofins/Product Safety Laboratory. 14 pp.
MRID #:

Volume 7 of 10

Acute Inhalation Toxicity Study in Rats — Limit Test. December 20, 2006
Performing Laboratory: Eurofins/Product Safety Laboratory. 22 pp.
MRID #;

Volume 8 of 10

Primary Eye Irritation Study in Rabbits. December 20, 2006
Performing Laboratory: Eurofins/Product Safety Laboratory. 17 pp.
MRID #:

Volume 9 of 10

Primary Skin Irritation Study in Rabbit. December 20, 2006
Performing Laboratory: Eurofins/Product Safety Laboratory. 15 pp.
MRID #:
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e Volume 10 of 10
Dermal Sensitization Study in Guinea Pigs (Buehler Method). December 20,

2006
Performing Laboratory: Eurofins/Product Safety Laboratory. 23 pp.

MRID #: ,

If you have any guestions about this submission, please contact either Eliot Harrison at
(202) 393-3903 ext. 14 or me at (202) 393-3803 ext. 13.

Singerely,

|'= : ‘ A ! i ;_
e ki U

Catherine Rice MTTED

Agent for Espree Animal Products, Inc. ceree -

175

Page 3of 3



Form Approved, OMB No. 2070-0060

A%
N7EPA

UNL1 .0 STATES ENVIRONMENTAL PROTb vION AGE

401 M Street, 8.W . Washington, D.C. 20460

NCY

Paperwork Reduction Act Notice: The public reporting burden for this collection of informatien is estimated to average 1 hour per response for registration activities
and [ hour per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send coniments
regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information
Man agement Divisian (2137)), U. S, Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not send the campleted farm to his address.

1. PRODUCT NAME:

Aloe Herbal Horse Spray

SUMMARY OF THE PHYSICAL/CHEMICAL PROPERTIES (PR Notice 98-1)

2.  Rep. No.
66963- (not yet assigned)

3. COMPANY NAME:

Espree Animal Producls, Inc.

4. SUBMISSION DATE:
January 4, 2007

. FIRST SUBMI{SSION [ X[
- RESUBMISSION | ]

7. PESTICIDE TYPE: Antimicrobial

10. REGISTRATION [X|

o e th

. FORMULATED MANUFACTURING-USE PRODUCT [ [ or 9 END-USE PRODUCT | X|

11. REREGISTRATION [ |

13. PRODUCT MANAGER OR CHEMICAL REVIEW MANAGER # / NAME (IF KNOWN):
Marshall Swindell, AD Team 33

12. REREG CASE #

14. GUIDELINE REFERENCE

[5. VALUE or QUALITATIVE DESRIPTION/METHOQDS) USED
WHERE APPLICABLE AND REFERENCES

16. MRID or REPORT NO.

NO.(GRN)/TITLE
Group B, Series 830-Physical and Chemical Properties (40CFR 138,190)
-6302  Coler Clear, coloriess Not yet assigned
- 6303  Physical State Liguid Not vet assignad
- 6304  Qdor Not Required — per PR Notice 95-2
- 6314 Oxidation/Reduction Observation Net yel assigned
Chemical [ncompatibilily Exposure Upen Mixing After 24 hours
System exposure
Powdered iron No signs of No signs of reaction
reaction
Patassium No signs of Na signs of reaction
permanganate reaction
Water Na signs of No signs of reaction
reaction
Meaneammonium Nao signs of Na signs of reaction
phospate reaction

-6315  Flammability/Flame
Extension

Not Applicable since Aloc Herbal Horse Spray does net centain any
combustibie liguids.

-63i6  Explodability

Not Applicable since Aloe Herbal Horse Spray does not contain any
explosive ingredients.

-6317 Storage Stabiiity

Waiver requested under 40 CFR I55.155(f}. Please refer to Volume
3.

-631%  Miscibility

Not Applicable since Aloe Herbal herse Spray is not to be diluted
with petroleum solvents.

- 6320 Carrosien
Characteristics

This study is currently being conducted. Will be submitted on

completion.

-6321 Dieleetric Brealtdown

Not Applicable sincc Aloe sleri.al Horse Spray is not for use areund

Bulk Density

Voltage electrical utilities
-7000  pH 4.90 (25C) Not yet assigned
-7iil  Vicosity 18.266 mm*/s (¢St) (22C) Not yet assiened
- 7300 Density/Relative Density/ L8435

Not yet assigned

EPA Form 8570-36 (07/JAN/1998)
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F o Y UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
\"’ 401 M Street, S.W.
WASHINGTON, b.C. 20460
Paperwork Reduction Act Notice: The pubtic reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities ang 0.25 hours per response for
reregistration and speciat review activities, including time for reading the instructions and completing the necessary forms. Seng comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OFPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, 5 W, Washington, DC 20460,
Do not send the form to this address.
DATA MATRIX FOR End-Use Product
Date January 4, 2007 EPA Reg. No fFile Symbo!  BB9E3- Page t of 2
Applicant's/Registrant’s Name & Address: Praduct
Espree Animat Products, thc. PO Box 3650, Grapevine, TX 76051 Aloe Merbal Morse Spray ]
Ingredient(s). Citronella Oil {PC code 021901}, Cedarwood Ol {PC code 40508), Eucalyptus Qil {(PC code 40503) '
~ -igetine Reference Number | Guideline Study Name R!D Number Submitter Status Note
" 830.1550 Product Identity and Composition Not Yet Assigned | Espree Animal Products (66963} OWN Footnote 1, Volurme 1
Espree Animal Products {66963} Volume 2
830.1600 Description of the Materials Used to Produce Not Yet Agsigned | Espree Animal Products (66963) OWN Volume 2
the Producl
830.1650 Description of the Manufacturing Process Not Yet Assigned | Espree Animai Products (66963) OWN Volume 2
| 830.1670 Discussion of Farmation of Impurities Not Yet Assigned | Espree Animal Products (66963} OWN Volume 2
830.1700 Preliminary Analysis Not Yet Assigned | Espree Animal Products (66963) OWN Volume 2
830.1750 Certified Limits Not Yet Assigned | Espree Animal Products (66963) OWN Volume 2
830.1800 Enforcement Analytical Method Waiver Requested | Espree Animal Products (66963) OWN Footnote 2, Volume 3
Physical/Chemical
Properties
830.6302 Color Not Yet Assigned | Espree Animal Products (66963) OWN Volume 4
830.6303 Physical State Not Yet Assigned | Espree Animal Products (66963) OWN Volume 4
8306304 Odor Naot Reguired Foatnote 3
830.6314 Oxidation/Reduction Chemical Incompatability Not Yet Assigned | Espree Animal Products (66963) OWN Volume 4
830.6315 Flammability Not Required Footnote 4
830.6318 Explodability Not Required Footnote 4 )
830.6317 Storage stabilily Waiver Requested j Espree Animal Products {66963) OWN Foctnote 2, Volume 3
830.6319 Miscibility ' Not Required Footnote 4
830.6320 Corrosion characterislics Pending Footnote &
830.6321 Dielectric breakdown voltage Not Required Footnote 4
830.7000 oH Not Yet Assigned | Espree Animal Products (869563) OWN Volume 4
830.7100 I Viscosity Not Yet Assigned | Espree Animal Products (66963) OWN Volume 4
830.7300 - . Density/Relative Density Not Yel Assigned | Espree Animal Products (66963) OWN Volume 4
5 TOLECLOSGY
870.1100 Acute Oral Toxicity Not Yet Assigned | Espree Animal Products (66963) OWN Volume 5
870.1200 Loute Dermal Toxicity Not Yet Assigned | Espree Animal Products (66963) OWN Volume 6
;GEOJEQQ ] fcute Inhalation Toxicity Not Yet Assigned | Espree Animal Products (66963) OWN Volume 7
‘Jl_'_ . 570.2400 o Frimary Eye [rritation Not Yet Assigned ;| Espree Animal Products (66963) OWN Volurme 8
|‘ - 870.2500 Primary Dermal irritation Not Yet Assigned | Espree Animal Products (66963) OWN Volume 9
ral
Signature / / ; / Name and Title: Catherine Rice Date :
( ZC{I/M — JAL/ Agent for Espree Animal Products, Inc. /—-% o7

EPA Form 8570.35 {9-97) Elecironic and Paper vetsions avadable Subrrd only Paper varsion.

Agency intemai Use Capy




o 3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OM8 No. 2070-0660

\“" 401 M Street, S.W,
WASHINGTON, D.C. 20460 < K
Paperwork Reduction Act Notice: The public reporting burden for this coliection of information is estimated to average 0.25 hours per response ft¢l' registration activities and 0.25 hours pef fesponse for
reregistration and special review activities, inctuding time for reading the instructions and complefing the necessary foms. Send commers regarding the burder ectimate or any other aspect of this collection
of infarmation, including suggestions for reducing the burden to: Directar, OPPE information Management Division (2137), U.S. Environmerital Pratection Agency, 401 M Street, S.W., Washington, DC 20480,
Do not send the form to this address.
DATA MATRIX FOR End-Use Product Loe
Date January 4, 2007 : EPA Reg. No./File Svmbol 66963~ Page 1 of 2
Appticant's/Registrant’s Name & Address: Product ’ T
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbat Horse Spray
| inaredient(s). Citronelta Oit (PC code 021801}, Cedarwood Qil {PC code 40505), Eucalyptus Cit (PC code 40503)
~ deline Reference Number I Guideline. Study Name MRID Number Submitter Status Note
830.1550 Product ldentity and Composition
830.1600 Dascription of the Malerials Used to Produce
the Product
830.1650 Description of the Manufacturing Process
830.1670 Discussion of Formation of impurities
830.1700 Preliminary Analysis
830.1750 Certified Limits
830.1800 Enforcement Analytical Method
Physical/Chemical
Properties
§30.6302 Color
830.6303 Physical State
830.6304 Cdor
830.6314 Oxidation/Reduction Chemical Incompatahility _
830.6315 Flammabhility '
830.6316 Explodability
X §30.6317 Storage stabitity
830.6319 Miscibitity
830.6320 Corrosion characterislics
830.6321 Dieleclric breakdown voltage
830.7000 pH
830.7100 Viscosity
830.7300 Density/Retative Density
870.1100 Acute Oral Toxicity
-\ 870.1200 Acute Dermal Toxicity
~J]_  B870.1300 Acute Inhalation Toxicity
On  870.2400 Primary Eye Irritation
- 870.2500 Primary Dermal Irritation
s
Sighature { " Name and Title: Catherine Rice Date , v _I
) {ANA — ./k : Agent for Espree Animal Products, Inc. / ~7/0‘) |

EPA Form B57P-35 {2-57} Eleciranic and Paper versions avadabie. Submil only Paper version, Agency intemnal Use Copy




Fay UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMEB No. 2070-0060
\‘”", 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporiing burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to; Director, OPPE tnformation Management Division {2137), U.S. Environmenlal Proteclion Agency, 401 M Street, 3.W., Washington, DT 20480.
Do not send the form to this address.

DATA MATRIX FOR End-Use Product

Date January 4, 2007 ‘ EPA Reg. No./File Symbol 66963- . Page 2 of 2
Applicant's/Registrant's Name & Address: Product
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray N
Ingredient{s): Citronella Oil {PC code 021901), Cedarwood Oil {PC code 40505), Eucalyptus Qil {PC code 40503)
~ ‘deline Reference Number | Guideline Study Name MRID Number Submitter ) Status Note
8v0.2600 Skin Sensitization Not Yet Assigned | Espree Animal Products (68963) OWN Volume 10
EFFICACY
96-9 Product Performance - - Not required, no
hiwrman health claims.
FOOTNOTES
1 Information on the three source active ingredients is submitted as Volume 1.
2 Waiver requested for the enforcement analytical method and siorage stability since this product contains three essential oils in
combination. The rationale for this waiver request is presented as Volume 2.
3 Per PR Notice 85-2, these studies are not required.
4 These data requirements are not required, as described on the attached "Summary of Physical-Chemical Properties” worksheet. _
5 The one-year corrosion characteristics study is ongoing. The study will be submitted upon completion. =
—
~
(o

Date

Signaturs /4 . ; Name and Title: Catherine Rice
L(W}L# /L_/ Agent for Espree Animal Products, inc. /...9[ O ?

EFA Foim 8570-35 1957} Elecironic and Paper versions avadable Submil only Paper version. - : Agency tntemal Lise Copy



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
\\-v’ . 401 M Street, S.W.
WASHINGTON, D.C. 20460

"

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for reg:Sl -ation astiviies and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and comgpleting the necessary forms. Send comments regarding the "urden asbmate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environment! Profetilon Agency 431 I Street, W, Washington, DC 20460,
Do not send the form to this address.

DATA MATRIX FOR End-Use Product Toes s _
Date  January 4, 2007 : EPA Reg. No./File Syribol  6£363- Page 2 of 2
Applicant's/Registrant's Name & Address: Product T

Espree Animal Products, inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray

| Innredient(s): Cltronella Oif {PC code 021901}, Cedarwood Qil (PC code 40508}, Eucalyptus Gil (PC code 40503)

.. .eline Reference Number | Guideline Study Name MRID Number Submitter Status Note
870.2600 Skin Sensitization
EEFICACY
96-9 Product Performance
FOOTNOTES
—_
00
o

)
Signature [/ / . nName and Title; Catherine Rice Date,
A AL T ﬂ_/ Agent for Espree Animal Products, Inc. / -'7/0 7

EPA Form B570-35 {9-97) Eleciroms and Papor versions avadable Submil only Paper vetsion. Agency Internal Use Gopy



Vo ) UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Farm Approved OMB No. 2070-0050
\v" 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The putilic reparting burden for this callection of information is estimated 1o average 0.25 hours per respouse for registration aclivities =nd 0.25 hours per response for

reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments Jégarding tha purdzn estinate or any olher aspect of this collection
ot informalion, including suggestions tor reducing the burden to: Director, OPPE Information Managernent Division (2137), UL.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460,

ol

Do not send the form to this address.

DATA MATRIX FOR ACTIVE INGREDIENT “; k
Date  January 4, 2007 , EPA Reg. No/File Symbdl, 66463~ Page t of 3
Applicant's/Registrant's Name & Address: Product
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 78051 Aloe Herba! Horse Spray

' Inaredient(s). Oil of citroneila (PC code 021901}

deline Reference Number | Guideline Study Name MRID Number Submitler Status Note
151B-10 - 1518-15 Product identity, Composition, and
Angzlysis
1618-17 Physical/Chemical Properties
TOXICOLOGY

162B8-10 Acute Oral Toxicity

152B-11 Acute Dermal Toxicity

1628-12 Acute Inhalation Toxicity

1528-13 Primary Eye lrritation

1528-14 Primary Dermal frritation

152B-15 Dermal Sensitization .

|- 1528B-16 Hypersensitivity

1528-17 Microbial mutagenicity

1528-18 Immunotoxicity

1528-20 90-Day oral toxicity

152B-21 80-Day dermal toxicity

152B-23 | Developmental Toxicity

ECOLOGICAL EFFECTS

18}

X
Signature / 7/ Name and Titie: Catherine Rice, I Date -
L ( %W /L Agent for Espree Animal products, Inc. i /", 9[ O )

EPA Foim 85735 19-87} Electronic and Paper versions avisilable Submi! only Paper versipn.

e rmam o}

Agency {nternal tise Copy




V= Y UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Fomn Approved OMB No. 2070-0060
\v" 401 M Street, S.W.
WASHINGTON, D.C, 20480 "

e

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respouse for registrat:on activitics =nd 0.25 hoirs per response for
reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms, Send comments tegarding 192 burdzn estirate ar any other aspect of this collection

of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), 1.8, Environmentat Protection Agency, 40t M Street, S.W., Washington, DC 20460,
Do not send the form to this address. .

" DATA MATRIX FOR ACTIVE INGREDIENT :”
Date  January 4, 2007 , EPA Reg. No./File Symbgi 68583~ Page 2 of 3
Applicant's/Registrant's Name & Address: Product
Espree Animat Products, Inc. PO Box 3650, Grapevine, TX 76051

Aloe Merhal Horse Spray

| =aredient(s): Ot of citroneila (PC code 021901}

.,_.deline Reference Number | Guideline Study Name MRID Number Submitter Status Nole
154B-6 Acute Avian Oral o
154B-7 Avian Subacuyte Diefary Toxicity
154B-8 Fish toxicity
1548-9 invertebrate Toxicily

154B-10 Nontarget plants

154B-11 Nonlarget insects

ENVIRONMENTAL FATE
| ALL ]
FOOTNOTES

—
00
N

£ .
Signature / [ Ejj{/{/ JZ_ Name and Titte: Catherine Rice, Date |, o
é P ’ ) Agent for Espree Animal products, inc. J -VO / J

EPA Form 8530-35 (9-97) Electronic and Paper versicns availible. Submil only Paper verson

Agency Inferaal Use Copy




Py UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No, 2070-0060
Ly’ 401 M Street, S.W.
WASHINGTON, D.C. 20460

ER g
Paperwork Reduction Act Notice: The public reporting burden for this caliection of information is estimated to average 0.25 hours per respense jor rcgistraﬁaﬁ“a?tfvitfas and 0.25 hours per response for
reregistration and special review aclivities, including time for reading the instructions and compieting the necessary forms. Send comments,[Bgarding the burrden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE tnformation Management Division (2137}, U.S. Environmentat Protection Agency, 401 M Street, 5.W., Washington, DC 20460

Do not send the form to this address.

DATA MATRIX FOR ACTIVE INGREDIENT L 4

i

Date  January 4, 2007 » EPA Reg. No./File Symbol 66363- | Page30f3

Appticant's/Registrant's Name & Address: Broduct
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051

Aloe Herbal Horse Spray

tngredient{s). Oil of citronella {PC code 021901}
L _ideline Reference Number i_Guideline Study Name MRID Number Submitter Status Note

DA
o

—

0o
w

e
Signature /[~ Name and Title: Catherine Rice, Date ; ., .
1 [ ka . Lﬁ. . Agent for Espree Animal products, Inc, /" ?‘ O? }

EPA Form 8570-35 [9-07] Bfecitonic and Papur versions avalable Submil anly Bapar version, Agency Inte/nal Use Copy




o Y UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
\‘-” 401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average (.25 hours per responge for re-gimcn acliviies, and .25 hours per response for
reregistration and speciai review activities, inctuding time for reading the instructions and compieting the necessary forms. Send comments reéardiﬁg th2 burg'en estimate or any other aspect of ihis collection
of information, including suggestions for reducing the burden to: Director, CPPE (ntormation Management Division (2137), U.S. Environmental Bgotectinn Agency, 401 M Sbaet, SW., Washington, DC 20480,
Do not send the form to this address.
. DATA MATRIX FOR ACTIVE INGREDIENT veo
Date January 4, 2007 EPA Reg. NofFile Symbol::‘GSSGB- : { Page 1 of 3
Applicant's/Registrant's Name & Address: Product s
Espree Animal Products, Inc. PO Box 3850, Grapevine, TX 76051 Aloe Herbal Horse Spray
Ingredient(s): Oil of citronella {PC code 021901)
~ ‘deline Reference Number § Guideline Study Name MRID Number I Submitter | Status ] Note
-~ 151B-10 ~ 151B-15 Product identity, Composition, and 41785703 Candle Corp (009201) LD (t
Anzlysis
1518-17 Physical/Chemical Properties 41785703 Candle Corp {009201) QLD (t)
TOXICOLOGY
162B-10 Acute Qral Toxicity 41747402 Candle Corp (009201) OLD (1)
43179401 Citronella Joint Venture (67736) PAY 3)
152B-11 Acute Dermal Toxicity 41747403 Candle Corp {008201) CLD {1
43167101 Citronella Joint Venture (67736) PAY (3)
152B-12 Acute Inhalation Toxicity 41747404 Candle Corp (009201) oLD ()
43167102 Citronella Joint Venture (67736) PAY 3)
1628-13 Primary Eye Irritation 41747405 Candle Corp (009201) LD (M
43167103 Citionella Joint Venture (67736) PAY (3)
152B-14 Primary Dermal Irritation 41747406 Cangdle Corp {008201) OLD (1)
43167104 Citronella Joint Venture {67736) PAY (3)
162B-15 Dermal Sensitization 41747407 Candle Corp (008201) LD (1)
43167105 Citronella Joint Venture (67736) PAY G
i 15628-16 Hypersensitivity Not Appiicable
B 152B-17 Microhia! mutagenicity 41786701 Citronela Joint Venture (67736) OLD (t)
41785702 Citronella Joint Venture (67736) OLD
41747408 Candle Corp (009201} OLD
152B-18 Immunotoxicity - - Waiver Request (2)
152B-20 90-Day aral toxicity - - Waiver Request (2)
152B-21 90-Day dermal toxicity - - Walver Request (2}
152B-23 Developmental Toxicity - - Waiver Request (2}
_ ECCLOGICAL EFFECTS
00)
N
Signature ; ; _ Name and Title: Catherine Rice, Date
( L [(JU/UJ\J\-«“‘“ (ft_/ Agent for Espree Animal products, Inc. /-—9[(') “7

EPA Form 8570-35 19-97) Elecironic and Paper vessions available. Submil only Paper version. Ageney Internal Use Copy



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved DME No. 2070-0060

‘W’ 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respcnr.-,e for registration activ! figs and 7,25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send commenis reffarding tFe burden estimate rr any cther aspect of this collection

of infarmation, including suggestions for reducing the burden {o: Direcior, OPPE Information Management Division (2t37), LLS. EnvironmentgiProtection Agedry, 401 Wi Slreet, S W., Washington, DC 20460,
Do not send the form to this address.

DATA MATRIX FOR ACTIVE INGREDIENT

Date January 4, 2007 ) EPA Reg. No./File Symbm 36833- o Page 2 of 3
Applicant's/Registrant's Narpe & Address:
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051

ia o

Product R
Aloe Herbal Horse Spray

: Ingredient(s): Qil of cltronella (PC code 021904)

Tuideline Reference Number | Guideline Study Name MRID Number i Submitter | Status Note
154B-6 Acute Avian Oral 41747408 Candle Corp (009201) OLD (1)
154B-7 Avian Subacute Dietary Toxicity - - Waiver Request (2)
1548-8 Fish toxicity 41747410 Candle Corp {008201) QLD It)
154B-9 Invertebrate Toxicity 41747411 Candle Corp (009201} . oLD {t)
154B-10 Nontarget plants - Waiver Request (2}
154B-11 Nontarget insects - - Waiver Request (2)
ENVIRONMENTAL FATE
[ ALL . | - Waiver Request (2)
FOOTNOTES

1. Per pages 28-28 of the Gil of Citronella RED, these generic data requifements have been fulfilled.
2. Per pages 28-28 of the Qil of Citronella RED, these generic data requirements have been waived.
3

The Data Submitters List (9/30/2008) does not list this company (87738) as a data submitter for oil of citronella. As a result, no offer to pay letter
has been sent.

witronella (CAS Reg. No. 8000-.28-1, OFP chemical code 021801} is covered by the Gil of Citronella RED.
Page 2-3 pf the RED address the use profile:
Type of Pesticides — biochemical — insect and animal repellent
Lise Sites:
Indoer nonfood: Animal treatment — horse-show/race/special, ponies
Indoor residential: human body/clothing while being worn (insect control}; skin contact treatment, animal treatment (flea collar)
Outdoor residential. household/domestic dwelling outdoor premise use
Terrestrial non-food + outdoor residential: ornamental and/or share trees; ornamental herbaceous plants; ornamental weody shrubs and vines
- Target Pests:
(@) biting midges, biting flies, black flies, bugs, cats, deer flies, deer ticks, dogs, face flies, flies, flying insects, gnats, horn flies, horse flies, house flies,
insects, mosquitoes, "no-see-ums”, stable fligs
Formulation Types registered:

Signature /{2 Name and Title: Catherine Rice, Date

C\?’C/\J{/\ju—- [L . Agent for Espree Animal products, Inc. } _.(/‘ O?

EPA Form B370-35 {9-97) Elackone and Paper versions avaiatlo Submil anly Pager version

Agency lierna Use Copy




F o Y UNITED STATES ENVIRONMENTAL PROTECTHON AGENCY Form Approved OMB No. 2070-0060
‘w’ 401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is estimaled to average 0.25 hours per resporsz for reqistraton activites and ¢ 25 hours per response for
reregisiration and special review activities, inctuding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate o any other aspect of this collection

of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137}, U.S. Environmental Frotection- Agency, 401 M 3tieel, $.W., Washington, DC 20460.
Do not send the form to this address.

- DATA MATRIX FOR ACTIVE INGREDIENT L
Date  January 4, 2007 EPA Reg. No./File Symbol ; 66963~ S | Page 3 0f3

L

Applicant's/Registrant's Name & Address: Prodyct
Espree Animai Products, Inec. PO Box 3650, Grapevine, TX 76051

LRE- Ny

Aloe Herbal Horse Spray

Ingredieni(s); Qil of citronella {PC code 021901) -
7 eline Referance Number E Guideline Study Name MRID Number I Submitter Status Note i
Liquid ready to use, im'pregnates material, pelleted/tableted, impregnated collar/tag
Method and Rates of Applicatian
Types of treatment: hand held sprayer, cloth wipe-on, candle, cartridge, rub-on, scent post application, sprinkie by hand, flea coltar
Method and Rate: varies
Timing: as needed
tise Practice Limitations: None

The proposed product will be used a fly repellent to be used on harses. The percent of citronella oil will be 0.75%.

Rationate for Waiver Request: The use patterns addressed in the RED is inciudes a use that is almost identical the proposed use pattern (horses); however, this is for
indoor uses and the proposed product also includes outdoor uses. Piease note that the RED does include some outdoor residential uses. Based on this, we believe that
the RED adequately covers this use pattern. Thus, according to the RED, the generic product chemistry, ecologicai effects, toxicology, and environmental fate data
requirements have either been satisfied and/or waiver.

—

Qo
o

FE

Signature Name and Title: Catherine Rice, Date

}CUU)‘\,{,{JL”’ ﬂ/ Agent for Espree Animal products, Inc. /*-9[‘ O 7

EPA Form BS70-15 |9-97) Elecirorws and Pape? versions available. Submil only Paper version. AgensyInternai Use Copy




PN UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Fom Approved OME No. 2070-0060

"-" 401 M Street, S.W.
WASHINGTON, D.C. 20460 .
Paperwork Reduction Act Notice: The public reporting burden for this cotlection of information is estimated to average 0.25 hours per responsg for-regi-straiior activitizs and .25 hours per response for
reregistration and speciaf review activities, inctuding time for reading the instructions and completing the necessary forms, Send comments regdrding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Qirector, OPPE tnformation Management Oivision (2137), U.5. Environmental Frdtection Ageuvy, 40t i Street, 5.W., Washington, OC 20460,
0o not send the form to this address.
- DATA MATRIX FOR ACTIVE INGREDIENT 04
Date  January 4, 2007 : EPA Reg. No./File Symbo! ¥ 66963- | Page 1 of 2
Applicant's/Registrant's Name & Address: Product e
Espree Animal Products, inc. PO BoXx 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray
 ngredient(s). Cedarwood oil {FC code 40505) P
~ deline Reference Number | Guideline Study Name MRID Number Submitter Status Note
e 61- Product [dentity, Composition, and
82- Analysis
63- Physical/Chemical Properties
TOXICOLOGY —
81-1 Acute Oral Toxicity .
81-2 Acute Dermal Toxicity _
81-3 Acuyte [nhalation Toxicity
81-4 Primary Eye [rritation
81-5 Primary Dermal |rritation k
81-6 Skin Sensitization - '
84-2A Gene Mutation {Ames Test) ' |
84-28 Structural Chromosomal Aberration |
84-4 Other Genotoxic Effects
ECOLOGGICAL EFFECTS
7i-1A Acute Avian Oral - Quail/Duck
71-28 Avian Dietary — Quail
72-1A Fish toxicity - Bluegill
72-1C Fish Toxicity - Rainhow Troyt
72-2A Invertebrate Toxicity
—_\ ENVIRONMENTAL FATE
Q0 835.2120/161-1 | Hydrolysts ! | ' {
\l

Signature T Name and Titte: Catherine Rice, Date - r
“_(/Lf'b/\.l-/% " ﬂ_, Agent for Espree Animals Products, Inc. ),’ _,/%.. D Il J

EPA Fomm 8570-35 19-87} Siecironic end Paper varsions avadabla. Submit anly Paper varsion

Agengy Internai Use Copy



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
‘U"’ 401 M Street, S.W.
WASHINGTON, D.C. 20460

.
o

Form Approved OB do. 2470-0060

Do not send the form to this address.

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per responsg for regwtratuou actwites and .25 hours per response for
refegistration and special review activities, including time for reading the instructions and compieting the necessary forms. Send comments regarding the burdun estinate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, SW., Washington, DC 20460,

DATA MATRIX FOR ACTIVE INGREDIENT

3.
i

ELY

Date January 4, 2007 ‘

EPA Reg. No./File Symbol s 66961

|

Page 2 of 2

Apgplicant’'s/Registrant's Name & Address: Product
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 78051

Aloe Herbal Horse Spray

ingredient{s). Cedarwood oil {PC code 40505)

sideline Reference Number | Guideline Study Name MRIEZ Number Submitter

Stalus

Note

EOOTNOTES

Qo
oo

Signature é }Cb"b_jw._, /L |

Name and Title: Catherine Rice,
Agent for Espree Animals Products, Inc.

J Date

T

707 :

EPA Form 8570-35 [9-97) Electronie and Papet versions available Submit only Paper version

Agency internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

A01 M Street, S.W,
WASHINGTON, D.C. 20460

Form Approved QB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated 1o average 0.25 hours per respense for registraion acﬁvflie;_aﬁd-lzs hours per response for
reregisiralion and special review activities, including time for reading the instructions and compteling |he necessary forms. Send comments refjardihg the burrien estima‘e nr any other aspect of this collection

of information, including suggestions for reducing the burden to: Director, OPPE tnformation Managemenl Division {2137), U.S. Environmenta‘lﬁ[otectim1_Agealr.y, 40 M Sireet, S W, Washington, DC 20460.
Do not send the form to this address,

. DATA MATRIX FOR ACTIVE INGREDIENT

LR )

Date  January 4, 2007 EPA Reg. No.fFile Symbo{ »369C3- Page t of 2
Applicant's/Registrant's Name & Address: Product e
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray
Ingredient(s}: Cedarwood eil (PC code 40505)
7 eline Reference Number | Guideling Study Name MRID Number Submitter ' Status Note
- 61- Product tdentity, Compaosition, and (1)
62- Analysis 42319001 Whitney Corr-Pak (65813) PAY (3)
42101201 Arbor American (65555) QLD
41549503 Bosweli R&D (63380} oLb
42362601 FP&M Consumer (66099) PAY {4}
42362602 P&M Consumer (66099) PAY (4
42319002 Whitney Corr-Pak (65813) PAY (3}
63- Physical/Chemical Progerties SATISIFIED - { .
TOXICOLOGY
81-1 Acute Oral Toxicity - i Waiver Request {2)
81-2 Acute Dermat Toxicity - - Waiver Request {2)
81-3 Acute inhalation Toxicity - - Waiver Request {2)
81-4 Primary Eye Irritation - - Waiver Requesl {2)
81-5 Primary Dermal irritation - - Waiver Request {2)
81-6 Skin Sensitization - - Waiver Requesl (%
| B84-2A Gene Mutation (Ames Test) - - Waiver Requesl
84-2B Structural Chromosomal Aberration - - Waiver Request {2)
j 84-4 Other Genotoxic Effects - - \Waiver Request (2)
ECOLOGICAL EFFECTS
71-1A Acute Avian Oral - Quail/Duck - - Waiver Request {2)
71-2B Avian Dietary — Quail - i Waiver Request (2)
72-1A Fish toxicity - Blueqitl - Waiver Request {2)
72-1C Fish Toxicity - Rainbow Trout - - Waiver Request (2)
72-2A Invertebrate Toxicity .. | - Waiver Request (2)

ENVIRONMENTAL FATE

N '
0N 835.2120/167-1 ! Hydrolysis - [ - Waiver Request (2)
©
Signature 'f ; i Name and Title: Catherine Rice, Date )
Cbbffb%ﬂ/ - }L_/ Agent for Espree Animals Products, Inc. /- g/- O )

EPA Farm 8570-35 (9-97| Elecironic ard Paper varsions avalable Svhmil only Paper version.

Agency Inlernal Lise Copy




e UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OME No. 2070-0060
\"' 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Motice: The public reporting burden for this colleclion of imformalion is estimated to average 0.25 hours per respgiise for registrntion acle.itics and 0.25 hours per response for
reregistration and special review aclivilies, including time for reading the instructions and completing lhe necessary forms. Send comments rézarding I11e burden estmeate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Directer, OPPE Information Management Division {2137}, U.8. Environmentg Protectiun Agency, 40t M Saeet, S.W., Washington, DC 20460.
Do not send the form 1o lhis address.

DATA MATRIX FOR ACTIVE INGREDIENT

[ RN

Date  January 4, 2007 ' EPA Reg. No./File Symbo: . 466933 : | Page 2 of 2
Applicant's/Registrant's Name & Address: Product ba

Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051

Aloe Herbal Horse Spray

Ingredieni(s). Cedarwood oil (PC code 40505}
~trideline Reference Number | Guideline Study Name MRID Number f Submitter Status Note

OTNOTES

1. Per page 20 of the Cedarwood Qil RED, the product chemistry generic data requirements have been satisfied.

2. Perpages 21-22 of the Cedarwood Qil RED, the ecological effects, toxicology, and environmental fate generic data can be waived.

3. The Data Submitters List {9/30/2006) does not list this company (65813) as a data submitter for cedarwood oil. As a result, no offer to pay letter
has been sent.

4, The Data Submitters List (9/30/2006) does not list this company (66099) as a data submitter for cedarwood oil. As a result, no offer to pay letter
has been sent.

Cedarwood oil (CAS Reg. No. 800-27-8, OPP chemical code 40505) is covered by the September 1993 Cedarwood Oil RED.
Pages 2-3 of the RED address the use profile:
Type of Pesticides: repellent/feeding depressant; fungicide
Use sites: indoor residential: domestic dwelliings and their contents, pets/animals {presumable cats and dogs) and their living and sleeping guarters
Target pets: fleas, moths, mildew
Formulation types registered:
Ready to use spray - sprayed on animal bedding (0.48%)
Impregnated pet collar tag (0,5%)
Wood blocks (2-8%)

The proposed product will be used a fly repellent to be used on horses. The percent of Cedarwood oil will be 0.50%.

Rationale for Waiver Reguest: The use patterns addressed in the RED are slightly different from the proposed product's use pattern. However, both will be used on
non-humans (pets vs. horses) to repel nuisance insects (fleas and moths vs. flies). Additionally, the lowest rate covered by the RED is ready to use sprays at 0.48%. In
the concentrated form, Aloe Herbal Horse Spray contains 0.50% cedarwood oil. According to the product’s use directions, this concentrate is then to be diluted with a
minimum of 4 parts water. Thus, the end use will contain 0.129% maximum. Based on this, we believe that the RED adequately protects this use pattern. Thus,
according to the RED, the generic product chemistry data requirements have been satisfied and the ecological effects, toxicology, and environmental fate data
re@rements can be waived.

o

Signature / ¢ 4 ; Name and Title: Catherine Rice, Date )
(;U:}L/Ww "fk_/ Agent for Espree Animals Products, Inc. /.-6/.0 )

|

EPA Form B570735 {9-97] Elecieonic and Paper versions avarlable. Subenil orly Paper version Agency Inlernal Use Gopy



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

P Y Form Approved OME No. 2070-0060
7
WASHINGTON, D.C. 20460

4

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respante for reg'straticn activities ard 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and compieling the necessary torms. Send comments redarding *ha burcen estimate ¢r any other aspec of this colieclion

of information, including suggestions for reducing the purden to: Director, OPPE infermation Management Division (2137}, U.S. Environmental Protection Agency 401 M Street, S.W., Washington, DC 20460.
Do nol send the form 10 this address.

DATA MATRIX FOR ACTIVE INGREDIENT ‘5 )
Date  January 4, 2007 , EPA Reg. No./File Symbof 66965- | Page tof2
Applicant' s/Registrant’'s Name & Address: Product
Espree Animal Products, inc. PO Box 3850, Grapevine, TX 76051 Aloe Herbal Horse Spray
ingredient(s): Eucalyptus Qil (PC code 40503}
___lideling Reference Number | Guideline Study Name MRID Number Submitter Status | Note
81 Product Identity, Compaosition, and
62~ Analysis
63- Physical/Chemical Properties
TOXICOLOGY
B1-1 Acute Qral Toxidty
81-2 Acute Dermal Toxicity
81-3 Acute Inhalation Toxicity
81-4 Primary Eye Irritation
81-5 Primary Dermal irritation
81-6 Skin Sensitization
84-2A Gene Mutation {Ames Test)
84-2B Structural Chromosomal Aberration
84-4 Other Genotoxic Effects
152-11 Repeat dose (14-day) B
152-23 Teratogenicity
ECOLOGICAL EFFECTS
[ 71-1A Acute Avian Oral — Quail/Duck
71-2A Avian Dietary — Quail
72-1A Fish toxicty - Bluegill
72-1C Fish Toxicity - Rainbow Trout
72-2A Invertebrate Toxicity
ENVIRONMENTAL FATE
161-1 | Hydrolysis [

L6l

Signature ZW

1

Name and Tile: Catherine Rice,

Agent for Espree Animals Products, Inc.

Data |

/

£PA Form B570-35 [9-71 Electronic and Paper versions available. Submid oniy Paper varsion.

Agency [nternal Lise Copy




F Y UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0080
‘-" 401 M Street, S.W.
WASHINGTON, D.C, 20460 "

313

Paperwork Reduction Act Notice; The public reporting burden for this coltection of information is estimated to average 0.25 hours per responsefor regisrration activities 20d (.25 hours per response for
reregistration and special review activities, including tme for reading the instructions and completing the necessary forms. Send comments regayding the ourde. estimute or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Enviranmental Protection Agency, 40t M Street, S.W., Washington, DC 20460
Do oot send the form to this address.

DATA MATRIX FOR ACTIVE INGREDIENT o
Date  January 4, 2007 ‘ EPA Reg. No./File Symbol 56963 | Page 2 of 2
Applicani's/Registrani’s Name & Address: Product
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76054 Aloe Herbai Horse Spray

| ingredient(s): Eucalyptus Oil {PC code 40503}

. Jeline Reference Number f Guideline Study Name MRID Number Submitter Status | Note
FOOTNOTES
LN
O
N
Signature ,} . Name and Title: Catherine Rice, I Date B
5 —— ;( B Agent for Espree Animals Products, inc. | - 5/. "} /

EPA Fovm B570-35 18-87) Eleck onic and Pape: versions avadable Submil only Pape? version. Agency internal Lise Copy



Vo ) UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
\“i 401 M Street, 5.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Nolice: The public reporting burden for this collection of inlormation is estimated to average 0.25 hours per rESpona:.:f for regictratiar activitizs and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments reg#rding the burden estimate or any other aspect of this collection

of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), LL.S. Environmental Frotection- Agenuy, 401 M Street, S.W., Washington, DC 20460.
Do not send the form to this address.

- DATA MATRIX FOR ACTIVE INGREDIENT

Date  January 4, 2007 EPA Reg, No./File Symbol *66363. : Page 1 of 2
Applicant's/Registrant's Name & Address! .

Product P
Espree Animal Products, Inc, PO Box 3850, Grapevine, TX 76051 Aloe Herbal Horse Spray

| Ingredient{s). Eucalyptus Oil {FC code 40503)

~ ‘4eline Reference Number | Guideline Study Name MRID Number Submitter Status Note
o 61- Product {dentity, Composition, and
62- Analysts
63- Physica)/Chemical Properties
TOXICOLOGY
81-1 Acute Oral Toxicity - Waiver Request (1)
81-2 Acute Dermal Toxicity - Waiver Request (1)
81-3 Acute [nhalation Toxicity - Waiver Request (1)
81-4 Primary Eye Irritation - Waiver Request (1}
81-5 Primary Dermal |rritation - Waiver Request (1)
81-6 Skin Sensitization - Waiver Request (1)
84-2A Gene Mutation (Ames Test) - Waiver Request (1)
84-2B Structura) Chromosomal Aberration - Waiver Request {1}
84.-4 Other Genotoxic Effects - Waiver Request (1)
152-11 Repeat dose (14-day) - Waiver Request (2}
152-23 Teratogenicity - Waiver Request.

ECOLOGICAL EFFECTS

71-1A Acute Avian Oral — Quail/Duck - Waiver Request (1)
71-2A Avian Dietary — Quatl - Waiver Request (1)
72-1A Fish toxicity - Bluegill - Waiver Request (1)
72-1C Fish Toxicity - Rainbow Trout - Waiver Request (1)
72-2A Invertebrate Toxicity - Waiver Request (1)
ENVIRONMENTAL FATE

161-1 [ Hydrolysis ! - [ { . [ Waiver Request (1)

—

O

w

-

.

Signaturg’ | . -
g tf Lech o — /U

£PA Form 857635 [£-97) Eleciromc and Paper vesSions availsble Submil only Pape version

Name and Title: Catherine Rice,
Agent for Espree Antmals Products, Ing,

Date

%01

Agency lnlernal Use Copy




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
\‘.’ 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimaled to average 0.25 hours per resporsz for reJ'stratic 1 activites. and £.25 hours per response for
reregistralion and special review activities, including time for reading 1he instructions and completing the necessary forms. Send comments regarding the burden estimals or any other aspect of this coliestion
of information, including suggestions for reducing the burden to; Direclor, OPPE (nformation Management Division (2137), U.S. Environmenial Brotection Agetcy, 401 M lizet, SW., Washingten, DC 20460.
Do nol send the form 1o this address.

DATA MATRIX FOR ACTIVE INGREDIENT

Wt

Date  January 4, 2007 J EPA Reg. No.iFile SymboIE $3962- : } Page 2 of 2
Applicant's/Registrant’'s Name & Address: Product A
Espree Antmal Products, inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbat Horse Spray

Ingredient{s); Eucalyptus Qit (PC code 40503}
ridetine Reference Number f Guideline Study Name I MRID Number { Submitter E Status f Note

. JTNOTES

1. Perpages 63 and 64 of the Flower and Vegetables Qils RED, the ecological effects, toxicology, and environmental fate generic data can be
waived.
2. Waiver requested since the proposed end-use product wilt be for non-human use.

Eucalyptus oil (CAS Reg. No. 8000-48-4, OPP chemical code 40503} is covered by the December 1993 Flower and Vegetable Qils RED.
Page 7 of the RED addresses the use profile:
Type of Pesticide: repellent and insect feeding depressant
Lise Sites: pets
Target pests: fleas
Formulation types registered: impregnated material (collar)
Method and Rates of apptlication
Equipment — by hand
Method and Rate - up to one ounce per animal
Timing — as needed
Use Practice Limitation: none
Juct covered by RED is end-use product at 1.00%.

The proposed product will be used a fly repellent to be used on horses. The percent of Eucalyptus oil will be 0.378%.

Rationale for Waiver Request: The use pattern addressed in the RED is slightly different from the proposed product's use pattern. However, both will be used on non-
humans (pets vs. horses) to repel nuisance insects (fleas vs. flies). Further the RED covers end-use products rates at 1.00%. In the concentrated form, Aloe Herbal
Horse Spray contains 0.378% eucalyptus oil. According to the product's use directions, this product is then to be diluted with & minimum of 4 parts water. Thus, the end
use will contain 0.095% maximum. Based on this, we believe that the RED adequately protects this use pattern. Thus, according to the RED, the generic ecological
effitits, toxicology, and environmental fate data requirements can be waived.

(o

N

Signature Name and Tille: Catherine Rice, Date
UULL/LA?" A, Agent for Espree Animais Products, inc. /- s/ 0

EPA Form B570-35 (3-87| Eleckom: and Paper versions avastable, Submit only Papes version. Agency Intemal Use Copy

e




A UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
v’ 401 M Street, S.W.
WASHINGTON, D.C. 20460 ' .
Paperwork Reduction Act Notice: The public reporting burden for this coliection of information is estimated to average 0.25 hours per re-,porfse ferr reg:;iratwn activities and 0.25 hours per response for
reregistration and special review activities, induding time for reading the nstructions and completing the necessary forms. Send commeriis regardmg the burder ectimate or any other aspect of this cdiection

of information, including suggestions for reducing the burden to: Director, OPPE information Management Division {2137), U.S. Environmenital Proteétion Agency, 401 M Street, S.W., Washington, DC 20460.
Do not send the form to this address.

DATA MATRIX FOR End-Use Product A
Date January 4, 2007 ' EPA Rey. No./File Svmbol "86963— Page 1 of 2
Applicant's/Registrant’s Name & Address: product A -
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray

| tnaredient{s). Ciironella Oil {PC code 021901), Cedarwood Oit {PC code 40505}, Eucaiyptus Qil (PC code 40503)

feiing Reference Number | Guideiine Study Name | MRID Number ! Submitter Status Note
830.1550 Product Identity and Composition I
830.1600 Description of the Materials Used to Produce
the Product
830.1650 Description of the Manufacturing Process
L 830.1670 Discussion of Formation of Impurities
830.1700 Preliminary Analysis
830.1750 Certified Limits
830.1800 Enforcement Analytical Method
Physical/Chemical
Properties
830.6302 Color
8306303 Physical State
830.6304 Odor
830.6314 Oxidation/Reduction Chemical Incompatability ]
830.6315 Ftammability '
% 830.6316 Explodability
B 830.6317 Storage stability
"""" ' 830.6319 Miscibility
830.6320 Corrosion characteristics
§30.632 1 Dielectric breakdown voltage
§30.7000 pH
830.7100 Viscosily
830.7300 Density/Relative Density
§70.1100 Acute Cral Toxicity
=  B70.1200 Acute Dermal Toxicity
Q© 8§70.1300 Acute {nhalation Toxicity
O1  870.2400 Primary Eye Irritation
870.2500 Primary Dermal Irritation
£
Signature {n ] j Name and Title: Catherine Rice Dale T ]
LAz {A_A /k : Agent for Espree Animal Products, Inc. / —-ﬁ/’ 0 7 ]

EPA Form 8570-35 19-97) Etectronic and Paper versions available. Submi orly Paper veision. Agency inlernal Use Copy



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

F o
‘&r’ 401 M Street, S.W.
WASHINGTON, D.C. 20460

v

Farm Approved OMB No. 2070-0080

Paperwork Reduction Act Hotice: The public reporting burden for this collection of inforrnation is estimated to average 0.25 hours per response fcr’regisi.’ation astivties and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and commpleting the necessary forms. Send commentslregard_inb the Aurden asbim#te or any other aspect of this collection
of infarmation, including suggestions for reducing the burden to: Birector, OPPE Infortnation Management Division {2137), U.S. Environmental ProleBlion-Ayency, 431 M Street, S.W., Washington, DC 20460,

Da not send the formn Lo this address.

DATA MATRIX FOR End-Use Product weows
Date  January 4, 2007 . EPA Reg. No./File Syrijbol €6363- | Page 2012
Applicant's/Registrant's Name & Address: Product e
Espree Animal Products, inc, PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray
Ingredient(s). Citronella Qil {PC code 021901}, Cedarwood Gil (PC code 40505), Eucalyptus Oil (PC code 40503)
¢  dine Reference Nutnber I Guideling Study Narme MRID Number Submitter ] Status Note
870.2600 1 Skin Sensitization |
EFFICACY
96-9 Product Performance

*OO0TNOTES

SN

O

(@)

P
Signature 'w Mame and Title; Catherine Rice Date _I
o~ L

Agent for Espree Animal Products, inc.

/-7-07

|

P, Form 857035 [2-57] Elecirarc and Paper verskins available Submt only Paper version,

Agency Internal Use Capy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

0]
EN-]

Form Approved OMB No. 2070-0080

Paperwork Reduction Act Notice: The public reporting burden for thig collection of information is estimated to average .25 hours per respoise for registrat:on activiti=s »nd 0.25 hours per response for

reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments ‘egard:ng 1z budzn estinate or any other aspect of this collection

of information, inctuding suggestions for reducing the burden to: Director, CPPE Information Management Division (2137}, U.S. Environmentat Protection Agency 401 M Street, 5.VW., Washington, DC 20480
Do not send the form to this address.

" DATA MATRIX FOR ACTIVE INGREDIENT

wE g

Y

Date January 4, 2007

ngnature(/}abm/‘ /Z/

Name and Tille: Catherine Rice,

Agent for Espree Animal products, Inc.

'- Date

/-

f‘?

L

EPA Reg. No./File SymbrﬁlL B6063- | Page tof3
Applicants/Registrant's Name 8 Address: Product
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray
| tnaredient(s}. Oit of citronella (PC code 021801)
aline Reference Number Guideline Study Name MRID Number Submitter Status [ Note
151B-10 - 151B-15 Product Identity, Composition, and
Analysis
151B-17 Physical/Chemical Properties
TOXICOLOGY
152B-10 Acute Oral Toxicity
152B-11 Acute Dermal Toxicity
152B-12 Acute Inhalation Toxicity
152B-13 Primary £ye Irritation
192B-14 Primary Dermal Irritation
152B-15 Dermal Sensitization :
e 152B-16 Hypersensitivity

152B-17 Microbial mutagenicity
152B-18 ImmunotoXicity
152B-20 90-Day oral toxicity
152B-21 90-Day dermal toxicity
152B-23 Developmental Toxicity

— ECOLOGH AL EFFECTS

(o)

~

-/ ™
]
§
i

PA Fom 8570-1% |9-97) Elecironic and Paper versions available Submit only Paper version.

Agency Internal Uso Copy




Registration:

Company:

Risk Manager:

Risk Manager Reviewer:

Sent Date:

Type ot Registration:

Action Desc:

Ingredients:;

Expedite:

DP Ingredient:

DATA PACKAGE BEAN SHEET
Date: 04-Apr-2007
Page tot3

* ** Registration Information * * *
66963-1 - ALLOE HERBAL HORSE SPRAY

Decision #: 373758
DP #: (338682)

PRIA
Parent DP#:

66963 - ESPREE ANIMAL PRODUCTS, INC

BM 8t - Driss Benmhend - {703) 30B-9525 Room# PY't 5-8955

Todd Peterson TPETERSO

Calculated Due Date: 14-Jun-2007

Product Beglstration - Section 3

{B67) NEW PRODUCT;NON-FAST TRACK;MICROBIAL/BIOCHEMICAL;

Edited Due {3ate:

See page 3

*** Data Package Information * * *
() Yes @ No Date Sent: 04-Apr-2007
Segpage 3

Due Back:

DP Title: Praduct Cher and Tox 8 Pack
CSF Included: 4 Yes () Na Label Included: @ Yes () No ParentDP#
Assigned To Date in Date ©ut

Drganization: BPPD / BPB

Team Name:

Reviewer Name:

Contractor Name:

Product chemistry and Tox six pack for old active ingredients in new end use product. Please review data packages attached, CSF and related

** * Studies Sent for Review ** *

Printed on Page 2

* * * Additional Data Package for this Decision * * *

No Additional Data Packages

*** Data Package Instructions * * *

jabe! language in relation to submitted data.
Todd Peterson 703-308-7224

Last Possible Science Due Date: t4-Feb-2007

Science Due Date:

Sub Data Package Due Date:
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47022302

47029302

47029302

47028302

47029302

47029302

47029303
47029303

47029304

47028304

47028304

47028304

47028304

47029304

47028305

DP#: (338682}
—

Page 2
*** Studles Sent for Review « * *

Lewis & Harrison, LLC (2007) Alce Herbal Horse Spray: Product
Identity and Compaosition Source Active Ingredients. Unpublished
study prepared by Espree Animal Products, Inc. 31 p.

lLewis & Harrison, LLC (2007} Aloe Herbal Horse Spray: Product
Identity and Compusition, Beginning Materials, Formulating
Process, Formation of Impurities, Preliminary Analysis, and
Certified Limits. Unpublished study prepared by Espree Animal
Products, In¢. 50p.

lewis & Harrison, LLC (2007) Aloe Herbal Horse Spray: Product
Identity and Composition, Beginning Materals, Formulating
Process, Formation of Impuritles, Preliminary Analysis, and
Certified Limits. Unpublished study prepared by Espree Animal
Products, Inc. 50 p.

Lewis & Harrison, LLC (2007} Aloe Herbal Horse Spray: Product
Identity and Composition, Beginning Materials, Formulating
Process, Formation of Impurities, Preliminary Analysis, and
Certified Limits. Unpublished study prepared by Espree Animal
Products, Inc. 50 p.

Lewis & Harrison, LLC (2007} Alce Herbal Horse Spray: Product
Identity and Composition, Beginning Materials, Formulating
Process, Formation of Impurities, Preliminary Analysis, and
Certified Limits. Unpublished study prepared by Espree Animal
Products, Inc. 50 p.

Lewis & Harrison, LLC (2007) Alpe Herbal Horse Spray: Product
Identity and Composition, Beginning Materials, Formulating
Process, Formation of Impurities, Preliminary Analysis, and
Ceriified Limits, Unpublished study prepared by Espree Animal
Products, Ine. 50p.

Lewis & Harrison, L1.C {20G7) Aloe Herbal Horse Spray. Product
Idenlity and Composition, Beginning Materials, Formulating
Process, Formation of Impurities, Preliminary Analysis, and
Certified Limits. Unpublished study prepared by Espree Animal
Products, Ine. 50 p.

Lewis & Harrison, |LLC {2007} Aloe Herbal Horse Spray: Wavier

Request for Enforcement Analytical Method and Storage Stability.
Unpublished study prepared by Espree Animal Products, Ine. @ p.

Lewis & Harrison, ILLLC (2007) Aloe Herbal Horse Spray: Wavier
Request for Enforcement Analytical Melhod and Storage Stability.

Unpublished study prepared by Espree Animatl Products, Inc. ¢p.

Sinning, D. (2008} Physical and Chemical Charactenstics of Aloe
Herbal Horse Spray: Physical State, Oxidatior/Reduction,
Corrosion Characteristics, pH, Viscosity and Relative Density.
Project Number: 3660/01. Unpublished study prepared by Case
Consulting Laboratories, Inc. 7 p.

Sinning, D. (2008) Physical and Chemical Characteristics of Aloe
Herbal Horse Spray; Physical State, Oxidation/Reduction,
Corrosion Characteristics, pH, Viscosity and Relative Density,
Project Number; 3660/01. Unpublished study prepared by Case
Consulting Laboratories, Inc. 7 p.

Sinning, D. (2006) Physical and Chemical Characteristics of Aloe
Herbal Horse Spray: Physical State, Oxidation/Reduction,
Corrosion Characteristics, pH, Viscosily and Helative Density,
Project Number: 3680/01. Unpublished study prepared by Case
Consulting Laboratories, Inc. 7 p.

Sinning, 0. (2006) Physical and Chemical Charactetistics of Aloe
Herbal Horse Spray: Physical State, Oxidation/Reduction,
Caorrosion Charactenstics, pH, Viscosity and Relative Density.
Project Number: 3660/0t. Unpublished study prepared by Case
Consulting Laboratories, Inc. 7 p.

Sinning, D. {2008} Physical and Chemical Characteristics of Aloe
Herbal Horse Spray: Physical State, Oxidation/Reduction,
Corrosion Charactenistics, pH, Viscosity and Relative Density,
Project Number: 3660/01. Unpublished study prepared by Case
Consulling Laboratories, Inc. 7 p,

Sinning, D. {2006} Physical and Chemical Characteristics of Aloe
Herbal Horse Spray; Physical State, Oxidation/Reduction,
Corrosion Characteristics, pH, Viscosity and Relative Density.
Project Number: 3660/01. Unpubhshed study prepared by Case
Consulting Laboratories, Inc. 7 p.

Durando, J. {2006} Aloe Herbal Horse Spray: Acute Oral Toxicity
Up and Down Procedure in Rats. Project Number: 21101,
P320/UGP. Unpublished study prepared by Product Safety
Laboratories. 14 p.

Decision#: (373758)

830. 1550/Product Identity an
composition

830. t550/Product kdentity and
compostion

830.1600/Description of materials
used to produce the product

830.1850/Description of formulation
process

830.1670/Discussion of formation of
impurities

830.1700/Preliminary analysis

830.1750/Certifiad limits

830.t800/Enfarcement analytical
method

830.6317/Storage stabilily of product
830.6303/Physical state
830.6314/0Oxidizing or reducing
action

B30,68320/Corrosion characteristics
830.7000/pH of water solutions or
suspensions

830.7 t00/Viscosity

830.7300/Density/relative density

870.1100/Aacute Oral Toxicity
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DP#: (338682)

47029306

47029307

47029308

47029309

47029310

Page 2

* * + gtudies Sent for Review *** Decision#: (373758)

Durandoe, J. (2008) Aloe Herbal Horse Spray: Acute Dermal §70.1200/Acute dermaloxicity
Toxigity Study in Rats - Limit Test. Project Number: 21102,

P322/RAT. Unpublished study prepared by Product Satety

Laboratories. 14 p.

Durando, J. (2008} Aloe Merbal Horse Spray: Acute Inhalation 870.1300/Acute inhalation toxicity
Toxicity Study in Rats - Limit Test. Project Number: 21103, P330.

Unpublished study prepared by Produet Safely Laboratories. 22

p.

Durando, J. (2008} Aloe Herbal Horse Spray: Primary Eye 870.2400/Acute eye initation
Irritation: Study in Rabbits. Project Number: 21104, P324.

Unpublished study prepared by Product Safety Laboratories. 17

p.

Durando, J. (2008} Aloe Merbal Horse Spray: Primary Skin 870.2500/Acute dermal irritation
irritation Study in Rabbits. Project Number: 21108, P326,

Unpublished study prepared by Product Safety Laboratories. 15

P

Durando, J. (2006) Aloe Herbal Horse Spray: Dermal Sensitization 870.2600/5kin sensitization
Study in Guinea Pigs (Buehler Method). Project Number: 21108,

P328. Unpublished study prepared by Product Satety

Laboratories. 23 p.
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_ Page 3
DP#: (338682) “++*pProdL  4nd Data Package ingredients * * *

Decision#: {373758)

joeroot

[oasos_ feooozrs  [osdamoodol e e et e
Otisso  lupeopgss  |Cyclohexanemethanol, 2hydroxy- alpha, aipha Armety k(878 B
joa0505  sooo-27-9  [Cedamweodol(sw) T - T T . e
o2tsor  jsooo-ee-t  [Oflofchoneliagzevey | TTT TTE T IR
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BPPD SCREEN PACKAGE

BPPD FRONT END: BPB/MPB: Team Leader: __ /., /[ b/

Pria Code/Action Code: ééf 7 TeamfRAI:: _ e,

Product Name:_- /4/0@ /—4’/ AQ,/ Fvé?)’f&:’:‘.. ;‘%’9{&/

EPA ID No.: é:/adféj) -7 .
-Actw‘- [ngredient(s): 74 " HIEZ, ‘_ D e e i sl A M;jjg gm_cj 473/ ét/ ”-/&
§ e Tk / C A7 c‘?/ /;?
Food ) _ New Submission _ _
_AL._ Non Food - Reseubmission

Date In BPPD: / //‘f Vsl

Date To Screen: f /?/‘/{ 674"
Date Etpected From Screen: (10 days from date in): ol/‘// 7 waz(D é ’70

/
Nasrin Begym: N O/ e B.qumcr Hours__H Retum to BPPD: 3/‘“7 {0’7
Received Date from Contactor: ‘3’ /q /0 7 W

SCREEN PACKAGE NOTES:

Pre- Reg .Meet{nvs attached? Yes No

Submission comphgs with all applicable areas of checklists? Indicate in detail on checkllsts
forms when returned.

Additional Comments per Team Leader or Screener:

SCREEN STATUS

_ Admunistrative: . . Pass _ Fall f\“f‘;

Scientific: ’ @ Fail
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L E W I S 122 C Street, N.W., Suite 740
é ;Z Washington, D.C. 20001
HA R R I S O N telephone 202,393.2903
fax 202,393.3908

Consultants in Government Affatrs

January 4, 2007 HAND DELIVERED

Document Processing Desk (APPL)
Office of Pesticide Programs (7504P)
US Environmental Protection Agency
One Potomac Yard

2777 S Crystal Drive

Arlington, VA 22202

To: Todd Peterson, Ph.D. (7511P) .
Biopesticides and Pollution Prevention Division (BPPD}  raaas T

RE: Registration Application for a New End-Use Product
Product: Aloe Herbal Horse Spray U
EPA File Symbol: 66963- sseas e
Registrant: Espree Animal Products, Inc. i
PRIA Category B72, New Product, Me-Too, Non-Fast Track T
PRIA Fee is $0 (100% Fee Waiver Request) 2

Dear Dr. Peterson; 7

On behalf o@%ﬁa\l am submitting a registration appiication for Aloe Herbal
Horse Spray; w=u§é);;;oduct. As mentioned at our September 2006 pre-submission
meeting, this product contains three active ingredients: citronella oif, cedarwood oil, and
eucalyptus oii.

PRCDUCT CHEMISTRY DATA

Aloe Herbai Horse Spray uses three unregistered actives to formulate this product. As
mentioned at the pre-submission meeting, we are supplying certificates of analysis on
these source materials {please refer to Volume 1).

The three actives in this product are all essential oils. Since none of these materials is
a discrete chemical, product anaiysis for each active (when used in combination} cannot
be performed. Thus, we are requesting a waiver for the enforcement analytical method
and the one-year storage stability. This waiver request is attached as Volume 3.
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TOXICOLOGY
Espree is submitting product-specific acute toxicology studies to support this
registration. These are being submitied as Volumes 5-10.

LABELING
Espree is current labeling is for an indoor, non-food use product.

EFFICACY
No public health claims are being proposed for this product; therefore no efficacy is
required.

In support of this application, please find enclosed the following documents:

1) Small Business Waiver Request
2) Application for Pesticide Registration form.

3) One (1) copy of the Confidential Statement of Formula (CSF) form for both a basic
and alternative formulation.

4) Five (5) copies of the proposed product iabel.

5) Certification with Respect to Data Compensation form. e
8) Data Matrix Chart for each of the active ingredients. St i
7) Product-Specific Data Matrix Chart. sraeer R
8) Three (3) copies of the Summary of the Physical/Chemical Properties workshpﬂlg
9) Three (3) copies of the Product Chemistry and Acute Toxicology data yo]ymes .

EEI ] .
RN

Lewis & Harrison is acting on behalf of Espree as both the "Company Agehitjiéhd
"Contact Point”, Accordingly, please relay all questions and correspondence, incluaing
notification of the MRID numbers and Data Evaluation Records, directly to us.

If you have any questions about this submission, please contact either Eliot Harrison at
(202) 393-3903 ext. 14 or me at (202) 393-3803 ext. 13.

Sincerely,

Catherine Rice
Agent for Espree Animal Products, Inc.

204
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Administrative Material Screening Checklist

Date:3/9/07

EPA Reg. No. : 66963-1: B-67

Active ingredient name: Cedarwood oil, Oil of citronelia, Eucalyptus oil

Division RAL assigned (if any}:

PASS

N
o
Form 8570-1 t/4/07 » Application is for a new
CSF -C letely fitted out & originat product use
ompletely fifted out & origina . .
S|gnature (EPA form 8570-4) * Three _unreglsteéetd active
inerts cleared? |ngrecf|entshuse do t
conventional or antimicrobial formulate the produc
actives present in formulation?
accurate information provided » Eucalyptus oil, cedar oil
for suppliers/source? and citronella oil has
CSF accurately reflects label? numerous brand names;
Additional brand name listed but not listed in the CSF
in CSF « CSF reflects fabel
note ali comments
Label :;SS
: legible product label?
label accurately reflects csf?
note all comments
Physical address of manufacturer on Yes, EPA est. #66963-TX-001
labiet to include EPA Establishment #
Data Matrix - Two/one for jacket; one 1/4/07 3;22

for FOIA (EPA Form 8570-35)

supporis method of support?
reflects information reported in
transmittal document and
company cover letter?

note all comments

Formulator's exemption form (EPA
form 8570-27)

Not present , not applicable
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Admin Materials -

Transmitial letters
accurately reflects what is
reported on data matrix?
note ali comments

| t/4/07

Petition/famended petition if food
tolerance or exemption/amended food
tolerance or exemption
. petition# assigned?
petition jacket included?
pstition complete with sections
A-G?
note all comments - if there
is not evidence of a petition
# assigned and sect. A-G
not present, package fails.

X

Non-food use, not applicable

FR template if food tolerance or
exemption/amended food tolerance or
exemption
- notice of filing template (disk)
included?
note all comments - a NOF
must be present o establish
a new tolerance exemption.
Amendments to an existing
tol. petition may be Agency
Initiated in which case a
NOF would not expected to
be present. (if unsure,
check with branch team
leader}
component in the formulation
not cleared food use

Not applicable

Certification with Respect to Citation
of Data Form {EPA Form 8570-34) -
‘if required. State method of support
and indicate the EPA reg. # of the
cited product if applicable.

t/4/07

Selective method with cite-all
option. Offer to pay. List of data
submitters included in the
package.

Minutes on data requirements (pre-
registration meeting}

Active ingredient # (i.e. Chemical PC
code)
more than one active?
are all actives housed in
BPPD?

Eucalyptus oil. 840503; Ol of
Citronella:021901; Cedar
0il:040505
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66963-1

Jacket from EPA Identifying Symbol

Are MRIDS assigned? (State Yes/No Yes

in comments)

Background Experimental Use Permit Not applicable

information, if applicable

. request for temporary tol.
exempt, tol. exemption or
numeric telerance?
note all comments - refer to
petition and fr section for
critera.

Rev. 2/27/07
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CHECKLIST FOR DATA PACKAGE SCIENCE SCREEN

Active Ingredients and PC cedes: Eucaiyptus oil: 840503; 0Ol of Citroneiia: 021901; Cedar oik:

040505

Product Name: Aloe Herbal Horse Spray
EPA Reg. No/File Symbol: 66963-1

Petition # (if applicable):

(Circle or Check Appropriate Boxes})

ochemical, Microbial, or PIP

wod Use

raight-chain Lepidopteran Pheromone

iochemical Only)

:w Active Ingredient

:¢. 3 Registration

iperimental Use Permit

-4 Submission

ethyl Bromide Alternative

:duced Risk Product

Product Type

Product Specific Information

ita Requirement TGAI MP | EP
oduct Label Y

Product Cliemistry
sF Yes, complete
oduct Identity & Composition Y Study submitted in MRID#470293-01
anufacturing Process v Study submitted in MRID#470293-02
sscription of the Formation of Y Study submitted in MRID#470293-02
purities
eliminary Analysis Study submitted in MRID#470293-02
rtified Limits Y Study submitted in MRID#470293-02
forcement Analytical Methods Study submitted in MRID#470293-03
tysical/Chemical Properties (as shown Y Study submitted in MRID#470253-04
40 CFR 158.190 Table)
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Tier I Toxicity (If no study, indicate in Comments if waiver submitted)

Study submitted in MRID#470293-05

sute Oral Y
— - -
sute Dermal v Study submitted in MRID#470293-06
wute Inhalation v Study submitted in MRID#470293-07
2., LP., LV. Injection (Microbial
dy}
imary Dermal Iritation Study submitted in MRID#470293-09
imary Eye Irritation Study submitted in MRID#470293-08
/persensitivity Study submitted in MRID#470293-10
-onditionally required)
ypersensitivity Incidents
‘onditionally required}
snotoxicity Smdies {Biochemical Y Waiver requested in pp 21-22 of the Cedar wood oil
Ly} RED
umune Response Y Waiver requested in pp 21-22 of the Cedar wood oil

RED

ssue Culture
ficrobial only)

l-day Feeding
Jochemical only)

Waiver requested in pp 21-22 of the Cedar wood oil
RED

1-day Dermal
riochemical only)

Waiver requested in pp 21-22 of the Cedar wood oil
RED

l-day Inhalation
iochemical only)

Waiver requested in pp 21-22 of the Cedar wood oil
RED

rratogenicity/developmental toxicity
dochemical only)

Waiver requested in pp 21-22 of the Cedar wood oil
RED

Tier I Non-Target Organisms {If no stud

, indicate in Comments if waiver submitted})

Waiver requested in pp 21-22 of the Cedar wood oil

vian Acute Qral Y RED
sian Acute Dietary Y Waiver requested in pp 21-22 of the Cedar wood oil
RED
- - - a
eshwater Fish LC50 v Waiver requested in pp 2122 of the Cedar wood oi

RED
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eshwater Invertebrate LC50

Waiver requested in pp 21-22 of the Cedar wood oil
RED

on-target Plants

mn-Target Insects

sneybee Testing
ficrobials enly)

Other Studies {As required by product specific data requirements(e.g. efficacy, residues)

ficacy study

Not present
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Science Screen Comment Form

Active Ingredients and PC codes: Eucailyptus oii: 840503; Oil of Citronelia: 021901; Cedar oil:
040505

Product Name: Aloc Herbal Horse Spray
RAL:

Status: PASS

THIS FORM DOES NOT CONTAIN CONFIDENTIAL BUSINESS INFORMATION

Product Chemistry:
Data requirement is addressed by submitted studies appears to be adequate. Waiver request made for
Enforcement analytical method and storage ability seems to be justified. For details please see above form.

Toxicity:
Data requirement is addressed by submitted studies request seems to be adequate and justified.

Non-target Organisms/ Environmental Fate:

Data requirement is addressed by cited waiver request appears to be justified.

Product Performance (Efficacy):

Not performed. Justification provided as “as no public health pest claim present’ that is why not performed.
Residue:

Not present. Not required (non food, feed)
Other non guideline or supplemental information:

Comments/Recommendations:
Caution: No efficacy study
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MEMORANDUM

DATE: /9 /o0

TO: _ov 9 . Regulatory Manager

FROM: Information Services Branch, ITRMD

Your receipt of this data submission is ndt an
indication that MRIDs for the enclosed studies
have been posted in OPPIN.

We expect that it will be approximately 5 days
from the above date before the study-level data
1s avallable in OPPIN.

If yOu have any questions about this process,
please contact Teresa Downs (305-5363).

Thisisa: [ fully accepted submission
[J partially accepted submission
(] rejected submission

NOTE TO REG. MGPR. RE OFFIN STUDY PROCESSING REVZ/-;L;
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FEE FOR SERVICE
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NEW APPLICATIONS

DATE: JAN 112007

FILE NUMBER: 66963~ 1

FEP (OPPIN ENTRY) Vb7
(Initial & date)

FILE ROOM:

(Initial & date)

SIG: _LC___1)1gli
(Initial & date)

FILE ROOM: V¢ ///7 M
(Initial & date)

_V_ASSIGNTOPM _9/ _ (NO DATA)

JACKET TO SHELF (DATA)
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™
H

STy UNIYED STATES ENVIRONMENTAL PROTECTION AGENCY
% WASHINGTON, D.C. 20460
8
-

January 17, 2007
OFFICE OF
PREVENTION, PESTICIDES AND

TOXIC SUBSTANCES

OPP Decision Number: D-373758

EPA File Symbol or Registration Number: 66963-I
Product Name: ALOE HERBAL HORSE SPRAY

EPA Receipt Date: 11-Jan-2007 '

EPA Company Number: 66963

Company Name: ESPREE ANIMAL PRODUCTS, INC

CATHERINERICE

LEWIS & HARRISON, LLC

ESPREE ANIMAL PRODUCTS, INC
122 C STREET, NORTHWEST, SUITE 740
WASHINGTON, DC 20001-

SUBJECT: Receipt of Registration Application and 100% Small Business Waiver Request
Dear Registrant:

The Office of Pesticide Programs has received your application for registration and 100%
small business waiver request. . If you submitted data with this application, the results of the
PRN-86-5 screen will be communicated separately. During the administrative screen, the Office
of Pesticide Programs has detérmined that this Action is subject to a Pesticide Registration
Service Fee as defined in the Pesticide Registration kmprovement Act.

The Action has been identiﬁéd as Action Code: B67
NEW PRODUCT‘NON—FAS-T TRACK'MICROBIALIBIOCHEMICAL’

Your request for waiver has been forwarded for review. You will be notified in writing
when a determination is made regardmg your request. If the determination indicates that
payment is due, you will receive instructions for submitting payment at that time.

If you have any qqésfions, pIea__sé contact the Pesticide Registration Service Fee
Ombudsman, at (703) 308‘-826_0.

- Smcerely,

/_E/LZ/M_. @?Lm_,

Front: ‘End Processing Staff
Infqzmation Technology & Resources Management Division
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AW

Fee for Servicel  {803948M~

This package includes the following for Division

® New Registration “AD

“ Amendment *BPPD

O RD

“Studigs? ¥ Fee Waiver?
v _ Risk Mgr. | 91
~'volpay % Reduction: ____

Receipt No. S-{ 803948

EPA File Symbol/Reg. No. 66963-|

Pin-Punch Date: 1/11/2007

[ ] This item is NOT subject to FFS action.

Action Code:
Requested: 72

Granted: @b7
Amount Due: $ Y200

Parent/Child Decisions:

Reviewer: S ﬂ"”%

Date: I//f; /07

Remarks:
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Plosae read r'm:mc-tiom orn raverss befors ¢ "';sﬁm form. Form Appre N j
' United Statas v ’Registration OPP identifier Number

\*-',EPA Environmental Protection Agency Amendment O5QR7 3
Waeshington, DC 20460 Other :

G4 ¥ Application for Pesticide - Section |}

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification

66963- T... Nona D Restrictad

4, Company/Producr [Noma} PM#¥

Aloe Herbal Horse Spray BPPD q [

5. Name snd Address of Applicant fiaciude ZIP Code) 6. Expedited Reveiw, In accordance with FIFRA Section 3{ci(3)
Espree Animal Products, Inc. {bl{i}, my product is similar or identical in composition and labeling
3250 Stone Myers Parkway e /r , tg:PA Rea. N

H ? - eg. 0.
Grapevien, TX 76-51 Qyape s Ne S ( g
D Check if this is a new address Product Name

Section - i

D Amendmant - Explain bolow, Final printed Jabeals in repsonse to
Agoncy lattar dated

D Resubmission in rasponse to Agency letterdatad ______ =~ D “Ma Too™ Application.

D Notification - Explein below. Orhor - Explain balow,

Expfanation: Use additional pega{s} if necessery. {For section | and Section I1.}

Regislralion apgication for new end-use producl, Refer to cover letter Jor delails.

PRIA Category B72, New, Product, Non-Faslt Track.
PRIA Feeis 50 (100% Jee waiver requested)

Section - i}

1. Material This Producr Will Ba Packaged In:
Unit Peckaging Warer Soluble Packeging 2. Type of Container

Child-Resistant Packeging

. Yes . Yas Yos ' Mate‘l
o o o s

e - If "Yes” No. per I "Yas" No. por Paper
" cemﬁc_at'o” must Unit Packaging wgt. conteiner Package wgt containor Other {Specify)
be submitted |
2. Location of Ner Contants Informetion 4, Sizelsl Retail Container 5. Location of Label Oiractions
6. Manner in Which Lebal is Affixed to Product [-_...] Lithograph D Other
v | Paper gluod
Stanciled
Section - IV
1. Contact Point /Comploje items directly below for identifrcation of individual to be contacled, if necessory, to process this applicetion.}
Name Title Telephona No. lincluda Aree Coda)
Eliol Hattison Agent for Espree Animal Ptoduct, Inc. 202-393-3803 x 14
Certification . 6. Z)m"e’iApplication
I certify that the stetarnents | hava meds on this farm and all attachmaents thareto era true, acourate and cemplata, Recaived
I acknowiedga that eny knowlinglly fslss or misleading statement mey be punishabia by fine or imprisonment or . {Stamped)
both under appliceble lew. R cos
3. Title ’ o

Agent for Espree Animal Products, Inc,

4. Typad Name 5. Date

Cathetine Rice / C/O7 L
T 218 |

White - EPA File Copy (originsi) Yelow - Applicst Gopy

EPA Form 8570-1 IRev. 3-941 Pravious editions era ohsolete.



L EW ] S S 122 C Slreet, N.W., Suile 740
Washington, 0.C. 20001
H A R R ] S O N telephone 202.393.3903
fax 202.393.3906

Consultants in Government Affalrs

January 4, 2007 HAND DELIVERED

Document Processing Desk (APPL)
Office of Pesticide Programs (7504P)
US Environmentai Protection Agency
One Potomac Yard

2777 S Crystal Drive

Ariington, VA 22202

To: Todd Peterson, Ph.D. {7511P) 0 e
Biopesticides and Pollution Prevention Division (BPPD}

RE: Registration Application for a New End-Use Product
Product: Aloe Herbai Horse Spray Cun . o
EPA File Symbol: 66963- cosns o
Registrant: Espree Animal Products, Inc.
PRIA Category B72, New Product, Me-Too, Non-Fast Track L
PRIA Fee is $0 (100% Fee Waiver Request)

Horse Spray, a néW-use product. As mentioned at our September 2006 pre-submission
meeting, this product contains three active ingredients: citronelia oil, cedarwood oil, and
eucalyptus oil.

PRODUCT CHEMISTRY DATA

Aloe Herbai Herse Spray uses three unregistered actives to formulate this product. As
mentioned at the pre-submission meeting, we are supplying certificates of analysis on
these source materiais (please refer to Volume 1).

The three actives in this product are ail essential cils. Since none of these materials is
a discrete chemical, product analysis for each active (when used in combination) cannot
be performed. Thus, we are requesting a waiver for the enforcement analytical method
and the one-year storage stability. This waiver request is attached as Voilume 3.
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TOXICOLOGY
Espree is submitting product-specific acute toxicology studies to support this
registration. These are being submitted as Volumes 5-10.

LABELING
Espree is current labeling is for an indoor, non-food use product.

EFFICACY
No public health claims are being proposed for this product; therefore no efficacy is
required.

In support of this application, please find enclosed the following documents:

1) Small Business Waiver Request

2) Application for Pesticide Registration form,

3) One (1) copy of the Confidential Statement of Formula (CSF) form for both a basic
and alternative formulation.

4) Five (5) copies of the proposed product label.

-1 ]
SDmEE s

9) Certification with Respect to Data Compensation form. sanaas
6) Data Matrix Chart for each of the active ingredients. .
7) Product-Specific Data Matrix Chart. mepnn® presee

8) Three (3) copies of the Summary of the Physical/Chemical Properties’ v\rorksheg,i:@Ms
9) Three (3) copies of the Product Chemistry and Acute Toxicology data;votumes .
Lewis & Harrison is acting on behalf of Espree as both the "Company Ageri;tf:"ahd
"Contact Point”. Accordingly, please relay all questions and correspondence, including
notification of the MRID numbers and Data Evaluation Records, directly to us.

If you have any questions about this submission, please contact either Eliot Harrison at
(202) 393-3803 ext. 14 or me at (202) 393-3903 ext, 3.

Singerely,
/ (i -,f-/'\/L,Uv“ N
Catherine Rice
Agent for Espree Animal Products, Inc.
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LEWIS &
HARRISON

122 C Street, N.W., Suite 740
Washingtor, D.C. 20001

telephone 202.393.3203
fax 202.393.3908

Censultants in Government Affairs

January 4, 2007

HAND DELIVERED

Document Processing Desk (APPL)
Office of Pesticide Programs (7504P)
US Environmental Protection Agency

One Potomac Yard
2777 S Crystal Drive

Arlington, VA 22202 e,

To: Todd Peterson, Ph.D. (7511P) o Gesere
Biopesticides and Pollution Prevention Division (BPPD) T .

RE: Registration Application for a New End-Use Product .
Product: Aloe Herbal Horse Spray “an

EPA File Symbol: 66963-

Registrant: Espree Animal Products, Inc.

Data Transmittal Letter for Studies Supporting the Registration Application
of Aloe Herbal Horse Spray

Dear Dr. Peterson:

On behalf of Espree Animal Products, Inc., | am submitting three (3) copies of the
following studies in support of the Section 3 registration application for Aloe Herbal
Horse Spray:

Volume 1 of 10
Aloe Herbal Horse Spray: Product Identity and Composition Source Active

Ingredients. January 3, 2007. 31 pp.
MRID#

Volume 2 of 10

Aloe Herbal Horse Spray: Product Identity and Composition, Beginning Materials,
Formulating Process, Formation of Impurities, Preliminary Analysis, and Certified
Limits. January 3, 2007. 4 pp. and 46 conf. pp.

MRID#
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Volume 3 of 10

Aloe Herbal Horse Spray: Wavier Request for Enforcement Analytical Method
and Storage Stability. January 3, 2007. 9 pp.

MRID#

Volume 4 of 10

Physical and chemical Characteristics of Aloe Herbal Horse Spray: Physical
State, Oxidation/Reduction, Corrosion Characteristics, pH, Viscosity, and
Relative Density. November 28, 2006.

Performing Laboratory: Case Consulting Laboratories, Inc. 7 pp.

MRID#

Volume 5 of 10 Cevses AT
Acute Oral Toxicity Up and Down Procedure in Rats. December.20; 2006 .
Performing Laboratory: Eurofins/Product Safety Laboratory. 14 gpe..- ananed
MRID #. m___'_: qm”@:s
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Volume 6 of 10 Y ®anas
Acute Dermal Toxicity Study in Rats — Limit Test. December 20, 2006 270, 3
Performing Laboratory: Eurofins/Product Safety Laboratory. 14 pp.
MRID #;

Volume 7 of 10

Acute Inhalation Toxicity Study in Rats — Limit Test. December 20, 2006
Performing Laboratory; Eurofins/Product Safety Laboratory. 22 pp.
MRID #:

Volume 8 of 10

Primary Eye Irritation Study in Rabbits. December 20, 2006
Performing Laboratory: Eurofins/Product Safety Laboratory. 17 pp.
MRID #:

Volume 9 of 10

Primary Skin Irritation Study in Rabbit. December 20, 2006
Performing Laboratory; Eurofins/Product Safety Laboratory. 15 pp.
MRID #:
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e Volume 10 of 10
Dermal Sensitization Study in Guinea Pigs (Buehler Method). December 20,
2006
Performing Laboratory: Eurofins/Product Safety Laboratory. 23 pp.
MRID #;

If you have any questions about this submission, please contact either Efiot Harrison at
(202) 393-3903 ext. 14 or me at (202) 393-3803 ext. 13.

Si F;erely,
/ Cothiii— T

Catherine Rice .
Agent for Espree Animal Products, Inc, Gamne
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Form Approved, OMB No. 2070-0060

UNl1 nD STATES ENVIRONMENTAL PROTL... F ION AGENCY

7~
"’ E P A 401 M Street, S.W.Washington, D.C. 20460

Paperwork Reduetion Act Notiee: The public reporting burden for this eoliection of informatien is estimated to average 1 hour per response for repistration aclivities
and I hour per response for reregistration and special review activities, including time for reading the instructions and eomplening the necessary forms, Send cormenis
regarding burden estimate or any other aspect of this colleetion of information, including suggestions for reducing the burden te: Dircelor, OFFE Information
Management Division (2137)), U. 5. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460, [0 not send the completed form to his address.

SUMMARY OF THE PHYSICAL/CHEMICAL PROPERTIES (PR Notice 98-1)

t. PRODUCT NAME: 2. Reg. No.
Aloe Herbal Horse Spray 66963- (not yet assigned)
3. COMPANY NAME: 4, SUBMISSION DATE:
Espree Animal Products, Inc. Januvary 4, 2007
3. FIRST SUBMISSION | X) 7. PESTICIDE TYPE: Antimicrobial t0. REGISTRATION | X
6, RESUBMISSION | ] '
8. FORMULATED MANUFACTURING-USE PRODUCT} | or 9. END-USE PRODUCT | X { [[. REREGISTRATION | |
[3. PRODUCT MANAGER OR CHEMICAL REVIEW MANAGER #/ NAME (IF KNOWN}: 12. REREG CASE #
Marshall Swindell, AD Team 33
14. GUIDELINE REFERENCE I5. VALUE or QUALITATIVE DESRIPTION/METHOD(s) tISED 16. MRID or REPORT NO.
NO.(GRNYTETLE WHERE APPLICABLE AND REFERENCES
Group B, Series 830-Physical and Chemical Properties (40CFR 158.190)
-6302  Color Clear, colorlcss Not vet assigned
-6303  Physical State Liguid Not yet assigned
- 6304  Odor Not Required — per PR Notice 95-2
-6314 Oxidation/Reduction Observation Not yet assigned
Chemical Incompatibility Exposure Upon Mixing After 24 hours
System exposurc
Powdered lron No signs of No signs of reaction
reaction
Potassium No signs of Ne signs of reaction
permanganate reaction
Water Neo signs of No signs of reaetion
reaction
Moneamntoniun No signs of Ne signs of reaction
phospalc reaetion
-63153  Flammability/Flame Not Applicable sinee Aloe Herbal Horse Spray does not cenlain any
Extension combustible liguids,
-6316 Expledability Not Applicable since Aloe Herbal Horse Spray does not contain any
explosive ingredients.
- 6317 Sterage Stability Waiver requested under 40 CFR 158.t35(f). Please refcr to Volume
3.
- 6319 Miscibility Not Applicable since Aloe Herbal horse Spray is not te be diluted
with petroleum solvents.
-6320 Corrosion This study is currently bemg conducted. Will be submitted on
Characteristics completion. . k;m Do
- 6321 Dieleetric Breakdown Not Applicable since Aloe rlerl al Hor,e S,J.ﬁy is not for use around
Voltage eleefrical utilities P s
-7000 pH 4.90 (25C) Not yet assigned
-7tll  Vicosity [8.266 mm’/s {c5t) ;L,ZC) s, L Not yet assigned
-7300 Density/Relative Density/ 0.8435 R : . :
Bulk Density T Not yet assigned

EP# Form 8570-36 (07/JAN/1568)

224



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
\ 'y'4 401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
rereqistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE tnformation Management Division {2137}, U S. Environmentat Protection Agency, 40t M Street, S.W., Washington, DC 20460,
Do not send the form 1o this address.
DATA MATRIX FOR End-Use Product
Date January 4, 2007 EPA Reg. No/File Symbol 66963~ Page 1 of 2
Applicant's/Registrant's Name & Address: Product
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray |
ingredient{s). Citronella Ol {PC code 021901), Cedarwood Ol {PC code 40505, Eucalyptus Qil (PC code 40503) B
Guideline Reference Number | Guideline Study Name f MRID Number Submitter Status Note ’
830.1550 Preduct Identity and Composition Not Yet Assigned | Espree Animal Products (66963} OWN Footnote 1, Volume 1
Espree Animail Products {66963) Volume 2
830.1600 Description of the Materials Used to Produce Not Yet Assigned | Espree Animal Products (66963) OWN Volume 2
the Product
830.1650 Description of the Manufacturing Process Not Yet Assigned | Espree Animal Products (66963) OWN Volume 2
830.1870 Discussion of Formation of Impurities Not Yet Assigned | Espree Animal Products {66863} QOWN Volume 2
830.1700 Preliminary Analysis Not Yet Assigned | Espree Animal Products (66963) OWN Volume 2
830.1750 Certified Limits Not Yet Assigned | Espree Animal Products (66963) OWN Volume 2
830.1800 Enforcement Analytical Method Waiver Requested | Espree Animal Products (66963) OVWN Footnote 2, Volume 3
Physical/Chemical
Properties
830.6302 Color Not Yet Assigned | Espree Animal Products (86963) OWN Volume 4
830.6303 Physical State Not Yet Assigned | Espree Animal Products (66963) OWN Volume 4
8308304 Odor Not Reguired Footnote 3
830.6314 Oxidatlon/Reduction Chemical Incompatability Not Yet Assigned | Espree Animal Products (66963} OWN Volume 4
830.6315 Flammability Not Required Footnote 4
830.6316 Explodability Not Required Footnate 4~
830.6317 Storage stability Waiver Requested | Espree Animal Products (66263) OWN Footnote 2, Volumé 3’
830.6319 Miscibility Not Required Footnote 4
830.6320 Corrosion characteristics Pending Footnote 5
830.6321 Dielectric breakdown voltage Not Required Footnote 4
830.7000 _1pH Not Yet Assigned | Espree Animal Products (66963) OWN Volume 4
830:7100 - i Viscosity Not Yet Assigned | Espree Animal Products (66963) OWN Volume 4
B30: 73h0b - -y -Density/Relative Density Not Yet Assigned | Espree Animal Products (86963) OWN Volume 4
- TOACOLOSY
870.1100 Acute Qral Toxicity Not Yet Assigned | Espree Animal Products (66963) OWN Volume 5
_8vg.1z2en . .. Leute Dermal Toxicity Not Yet Assigned | Espree Animal Products (66963) OWN Volume 6
IF 63 T 570.130C T Acute Inhalation Toxicity Not Yet Assigned | Espree Animal Products (66963) OWN Volume 7
a T%70.2400G - -~ Erimary Eye Iritation Not Yet Assigned § Espree Animal Products (66963) . OWN Volume 8
~ 870.2500 Primary Dermal Irritation Not Yet Assigned | Espree Animal Products (66963) OWN Volume 9
I signature _f' Name and Title: Catherine Rice Date
a"bm;\/\..« Agent for Espree Animal Products, Inc. /»-5/( o7

EPA Feomn 8570-35 {9-97) Eleclrame and Paper vedsions available. Submit only Paper version

Agency Infernal Use Copy



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
\’ 401 M Street, S.W.
WASHINGTON, D.C, 20460 - . -
Paperwork Reduction Act Notice: The public reportlng burden for this collection of information is estimated to average 0.25 hours per resporrse f(sr regt:slrahonect;whaa “and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send commenis regardeng thé burder! eftinfate of any other aspect of this collection

of information, including stuggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental PioteGtidn "Agency,40t-M Street, 5.W., Washington, DC 20460.
Do not send the form to this address.

DATA MATRIX FOR End-Use Product L,

Date January 4, 2007 EPA Reg. No /File S¥mbol (669635~ - Page t of 2
Applicant's/Registrant's Name & Address: Product T
Espree Animal Products, the, PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray
Ingredient(s): Citronella Qil {PC code 021801}, Cedarwood Qil {(PC code 40505), Eucalyptus Qil (PCcode 40503) <
Guidetine Reference Number | Guideline Study Name MRID Number Submitter Status Note
830.1550 Product Identity and Composition
830.1800 Description of the Materials Used to Produce
the Product ]
830.1650 Description of the Manufacturing Process
830.1670 Discussion of Formation of Impurities
830.1700 Preliminary Analysis
830.1750 Certified Limits
830.1800 Enforcement Analytical Method ]
Physical/Chemical
Properties
§30.6302 Color
830.6303 Physical Siate
830.6304 Cdor
830.6314 Oxidation/Reduction Chemical Incompatability .
830.6315 Flammability )
830.6316 Explogability b -]
830.6317 Storage stability
830.6319 Miscibility
830.6320 Corrosion characteristics
830.6321 Dielectric breakdown voltage
830.7000 pH
830.7100 Viscosity
830.7300 Density/Relative Density
870.1100 Acute Oral Toxicity
N 870.1200 Acute Dermal Toxicity
ND 870.1300 Acute Inhalation Toxicity
) 870.2400 Primary Eye Irritation
3 870.2500 Primary Dermal Irritation
£
Signature i~ ) ; Name and Title: Catherine Rice Date L/
— A’ - Agent for Espree Animal Products, Inc. / -f’ Or_)

EPA Form 8570-35 {9-97) Elech onic and Paper veisions available, Submit anly Paper version. Agency niernal Use Copy



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0080

F oY
“" 401 M Street, S.W.
WASHINGTON, D.C, 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistraiion and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to; Directer, OPPE Information Management Division (2‘!37) .S, Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460,
Do not send the form to this address.

DATA MATRIX FOR End-Use Product

Date January 4, 2007 EPA Reg. No./File Symbo!  66963- Page 2 of 2

Applicant's/Registran{s Name & Address: Product

Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray

Ingredient(s); Citronelia Oil {PC code 021901}, Cedarwood Oil (PC code 40505), Eucalyptus Oil (PC code 40503)

Guideline Reference Number | Guideline Study Name MRID Number Submitter Status Noe 1
870.2600 Skin Sensitization Not Yet Assigned | Espree Animal Producls (66953) OWN Volume t0
EFFICACY
96-9 Product Performance - - Not required, no
human health claims.

FOOTNOTES

1 Information on the lhree source aclive ingredients is submitied as Volume 1.

2 Waiver requested for the enforcement analytical method and storage stability since this product contains thiee essential otls in

combination. The rationale for this waiver request is presented as Volume 2.

3 Per PR Notice 95-2, these studies are not required.

4 These data requiremenls are not required, as described on the altached “Summary of Physical-Chemical Properties” worksheet.

5 The one-year comosion characteristics study is ongeing. The study will be submitted upon completion.
N .- vt

Signature / N Name and Title: Catherine Rice Date
| W}LJ /L/ Agent for Espree Animal Products, Inc. / 6/ O?

EPA Form B570-35 (2-87| Electromic and Paper versions avalablo Submil orly Paper version. Agency Inlernat Use Copy



Vo Y UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
‘*’ 401 M Street, S.W.

WASHINGTON, D.C. 20460 Lo

Paperwork Reduction Act Motice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response fo“?hregislﬁalion aﬁ?ﬁjties_aﬁd 0.25 houwrs per response for

reregistralion and special review activities, including time for reading the instructions and completing the necessary forms. Send comments: regarding the Burden sslimate or any other aspec! of lhis collection

of information, including suggestions for reduging the burden to: Director, OPPE Informalion Management Division (2t37), U.S. Environmantd! Protcuon'Agency, 431 M Street, $.W., Washington, DC 20460
Do not send the form to this address.

DATA MATRIX FOR End-Use Product Vo v
Date  January 4, 2007 EPA Reg. No./File Synjbol 66363~ + - Page 2 of 2
Applicant's/Registrant's Name & Address: Product T ’

Espree Animal Products, Inc, PO Box 3650, Grapevine, TX 76051 Alos Herbal Horse Spray

ingredient{s). Citronella Oil {PC code 021901), Cadarwood Qil {PC code 40505), Eucalyptus Qil {PC code 40503)

Guidehne Reference Number | Guideline Study Name MRID Number Submitter Status Nole l
870.2600 Skin Sensitization }
EFFICACY
896-8 Product Performance
FOOTNQTES
N
N
oo

ath)
Signature / /., | Name and Title: Catherine Rice Date, 1
WM - ﬂ/ Agent for Espree Animal Products, Inc, ‘/u‘/O 7 |‘

EPA Farm BS74-35 (9-97| Electranic and Paper varsions available. Submit anly Paper varsian,

Agency tnternal Use Capy




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
‘W’ 401 M Street, S.W.
WASHINGTON, D.C, 20460 : :

o W

Paperwork Reduction Act Notice: The public reporting burden for this cobiection of information is estimated to average 0.25 hours per response for registrahon actmhes and 0.25 hours per /esponse for
reregistration and special review aclivities, inciuding time for reading the insiructions and compieting {he necessary forms. Send commentswcgarding thz budan esfirnate’or any other aspect of this coliection

of informalion, including suggestions for reducing 1he burden 1o: Director, OPPE Information Management Division {2137), U.S. Environmentat Protection Agency, 401 M Street, 5.W., Washinglon, DC 20480
Do not send the form {o 1his address.

DATA MATRIX FOR ACTIVE INGREDIENT v“ S
Date  January 4, 2007 EPA Reg. No./File Symbé) . 66463~ - - ' Pae 1073
Applicants/fRegistrant's Name & Address: .
Espree Animal Products, inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray

ingredient(s). Oil of citronella (PC code 021801)

Guideling Reference Number | Guideline Study Name MRID Number Submiffer I Slatus Noie
151B-10 — 151B-15 Product Identity, Composition, and !
Analysis
151B-17 Physical/Chemical Properties
TOXICOLOGY
152B-10 Acute Oral Toxicity
1528-11 Acute Dermal Toxicity
162B-12 Acute Inhalation Toxicity
1528-13 Primary Eye Irritation
152B-14 Primary Dermal Irritation
152B-15 Dermal Sensitization N :
152B-16 Hypersensitivity
162B-17 Microbial mutagenicity
1528-18 Immunotoxicity
162B-20 90-Day oral toxicity
152B-21 90-Day dermal toxicity
1528-23 Developmental Toxicity
N ECOLOGICAL EFFECTS ]
N
©

™y -
Signature / / Name and Tille: Catherine Rice, ! Date , ., k
a,b- . /Z/ Agent for Espree Animal products, Inc. J ; -7 U ; I

|

EPA Form B570-35 {8-57) Elecironic and Paper versions availabila Submit only Papar version.

Agency internal Use Copy




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20480

£
N7 ,,

g -

Form Approved OMB No. 2070-0060

reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments €garding tha

Do not send the form to this address.

Paperwork Redustion Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for rey :slrat‘on achwt:es and 0.25 hours per response for

of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.5. Environmental Protection Agency, 401 M Street, 5. W., Washington, BC 20460,

buran esfimate or any other aspect of this coliection

ot
v

DATA MATRIX FOR ACTIVE INGREDIENT

EPA Reg. No /File Symbgl_ sssss- 5

Date  January 4, 2007 . Page 2 of 3
Applicant's/Registrant’'s Name & Address: Product
Espree Animal Products, inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray
Ingredient(s): Oif of citronela (FC ¢ode 29904} .
Guideling Reference Number | Guideline Study Name MRID Number Submitter Status Note
154B-6 Acute Avian Oral
154B-7 Avian Subacute Dietary Toxicity
154B-8 Fish foxicity
154B-9 Inveriebrate Toxicity
154B-10 Nontarget plants
154B-11 1 Nontarget insecls
ENVIRONMENTAL FATE
LALL | J
FOOTNQTES
N
w
o
-
Signature { s Name and Title: Catherine Rice, Date | / . !
é A /L : Agent for Espree Animal products, inc. / (i‘ Gj ’
B

EPA Form 8570-35 §9-97) Eleclronic and Paper verslans available. Subiil only Paper verson.

Agency Inlernal Use Copy



Py UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
\‘r’ 401 M Street, S.W,
WASHINGTON, D.C. 20460 Vi

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated {0 average 0.25 howrs per respcnse Tor rdgistretion actvitizs.and 0.25 hours per response for
reregistration and special review activities, including ime for reading the instructions and completing the necessary forms. Send comments, renarding the huirden estiniate or any other aspect of this collection
of information, including Suggestions for reducing the burden to: Director, CPPE Information Management Division {2 f37), U.S. Environmenial Protection Agency, 401 M Street, S.W., Washington, DC 20460,
Do not send the form 1o this address.

DATA MATRIX FOR ACTIVE INGREDIENT T

Date  January 4, 2007 EPA Reg. No./Fie Symbol  66963- - - | Page30f3
Applicant’s/Registrant’s Name & Address: Product
Espree Animal Products, inc. PO Box 3650, Grapevine, TX 76051 Aloe Merbal Horse Spray

Ingredient{s); Oil of citronella (PC code 021501}

Guideline Reference Number | Guideting Study Name MRID Number Submitter Status I Note

LEC

yd ,
Signature b f Name and Title: Catherine Rice, Date ; , _..
Z &, \.,L/Uk ,ﬁ - Agent for Espree Animal products, Inc. /“- 5/ O)

EPA Form 8570-35 (9-57) Electronic and Paper versions avadablo Submil anly Paper version. Agency Internal Use Copy




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
\"’ 401 M Street, S.W.
WASHINGTON, D.C. 20480
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respoise for regtslrauan actividey and 6.25 hours per response for
reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments reg,ardlng th2 burden €atithate cr ‘any other aspect of this collection

of information, including suggestions for reducing the burden to: Director, OPPE Inforrmation Management Division (2137), U.S. Environmenta! ¥rotectioli Agericy, 401 M Street, S.W., Washingion, DC 20460,
Do not send the form to this address.

DATA MATRIX FOR ACTIVE INGREDIENT

[P R

Date January 4, 2007 EPA Reg. No fFile Symbol «bssm- | Page 1 of 3
Applicant's/Registrant’s Name & Address; Product VPN Lod
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray
Ingredient(s); Qil of citronella {PC code 021901)
Guideline Reference Number | Guideline Study Name MRID Number | Submitter | Status | Note
151B-10 ~ 151B-15 Product [dentity, Compaosition, and 41785703 Cand(e Corp (009201) OLD (1
Analysis
151B-17 Physical/Chemical Properties 41785703 Candle Corp (008201) QLD ]
TOXICOLOGY
152B-10 Acute Oral Toxicity 41747402 Candle Corp (0092013 oLD m
43179401 Citronella Joint Venture (67736) PAY @
152B-11 Acute Dermal Toxicity 41747403 Candle Corp (008201) OLD N
43167101 Citronella Joint Venture (67736) PAY @)
152B-12 Acute Inhalation Toxicity 41747404 Candle Corp (009201) OLD (N
43167102 Gitronella Joint Venture (67736) PAY @
152B-13 Primary Eye [mitation 41747405 Candle Corp (009201) oLD )
43167103 Citronelta Joint Venture (67736) PAY )
152B-14 Primary Dermal [rritation 41747406 Candle Corp (008201) QLD (6
43167104 Citronella Joint Venture (67736) PAY @
152B-15 Dermal Sensitization 41747407 Candle Corp (009201) OLD 1
43167105 Citronella Joint Venture (67736) PAY &
152B-16 Hypersensitivity Not Applicabte
152B-17 Microbial mutagenicity 41786701 Citronella Joint Venture (67736) OLD M
41785702 Citronella Joint Venture (67736) OLD
41747408 Candle Corp {008201) QLD
152B-18 Immunotoxicity - - Waiver Request (2)
162B-20 90-Day oral toxicity - - Waiver Request (2}
1528-21 90-Day dermal toxicity - - Waiver Request (2)
152B-23 Developmental Toxicity - - Waiver Request (2}
rS ECOLCGICAL EFFECTS
w
N
Signature / | Name and Title: Catherine Rice, Date

/=407 f

Agency Internal Use Copy

[L_bzbbu\/h,’ 01_/ Agent for Espree Animal products, Inc.

ERA Form 8570-35 1297 { Electronic and Poper velsions availanla Supmit ooy Paper version




F o Y UNITED STATES ENVIRONMENTAL PROTECT!ION AGENCY Form Approved OMB No. 2070-0060
\7 401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for (his coliection of information is estimated to average 0.25 hours per respeaze for ragistration activilies and 9.25 hours per response for
reregistration and special review activities, including time for reading the fnstructions and compieting the necessary forms. Send comments regarding tRe burflen éstimale orany other aspect of this coliection
of information, including suggestions for reducing the burden to: Director, OPPE information Management Diviston (2137}, U.S. Environmenlal'Protection Agenry, 401 I Sireet, S.W., Washington, DC 20460,
Do not send the form to this address.
DATA MATRIX FOR ACTIVE INGREDIENT e
Date  January 4, 2007 EPA Reg. No./File Symboy * $6983- - « - Page 2 of 3
Applicant s/Registrant’s Name & Address: Product VI :
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray
ingredient(s): Qil of citronella {PC code 021901) :
Guideiine Reference Number | Guideline Study Name MRID Number i Submitter I Status Note e
1548-6 Acute Avian Oral 41747409 Candle Corp (009201) QLD M
1548-7 Avian Subacute Dietary Toxicity - - Waiver Request (2)
1548-8 Fish toxicity 41747410 Candle Corp {009201) OLD (1
1548-9 Invertebrate Toxicity 41747411 Candle Corp (009201} OLD (1)
154B-10 Nontarget plants - Waiver Request (2)
1548-11 Nontarget insects - - Waiver Request (2)
ENVIRONMENTAL FATE
| ALL [ - - Waiver Request (2}

FOOTNOTES

1. Per pages 28-29 of the Oil of Citronella RED, these generic data requirements have been fulfilled.
2. Per pages 28-29 of the Oil of Citronella RED, these generic data requirements have been waived.
3

The Data Submitters List (9/30/2008) does not list this company (67736) as a data submitter for oil of citronella. As a result, no offer to pay letter
has been sent.

Citronella (CAS Reg. No. 8000-29-1, OPP chemica! code 021901} is covered by the Qil of Citronella RED.
Page 2-3 pf the RED address the use profile:
Type of Pesticides — biochemical — insect and animal repellent
Use Sites:
Indoor nonfood: Animal treafment — horse-show/race/special, ponies
Indoor residential: human body/clothing while being worn_(insect control); skin contact treatment, animal treatment {flea collar)
Cutdoor residential. household/domestic dwelling outdoor premise use
Terrestrial non-food + outdoor residential: ornamental and/or share trees; omamental herbaceous plants; ornamental woody shrubs and vines
N) Target Pests:
(&%) biting midges, biting flies, black flies, bugs, cats, deer flies, deer ticks, dogs, face fligs, flies, flying insects, gnats, horn flies, horse flies, house flies,
w insects, mosgquitoes, “no-see-ums”, stable flies
Formulation Types registered:

/ {C'if//w(,mv' I

ERA Fonn 8570-35 {9.87) Electronc and Paper versiens avalale. Submit only # aper verson.

Signature Name and Tile: Catherine Rice, Date |

Agent for Espree Animal products, Inc, ) ,.(/. 07

Agency Internal Use Copy




e Y UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
\‘7 491 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respong for regibtratich activitigs.and €.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regérding th# burdén estimiata of dny other aspect of this collection

of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Erotectian Agency, 40t-M Street, S.W., Washington, DC 20460.
Do not send the form to this address.

DATA MATRIX FOR ACTIVE INGREDIENT S
Date  January 4, 2007 EPA Reg. No /File Symbol: 66963- - © - | Page 3 0f3

Applicant's/Registrant's Name & Address: Product e o *
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051

Aloe Herbal Horse Spray ]
Ingredient(s): Ol of citronella {PC code 021901} !
Guideline Reference Number [ Guideline Study Name [ MRID Number | Submitter I Status Note _j
Liguid ready to use, impregnates material, pelletedftableted, impregnated collartag
Method and Rates of Application
Types of treatment: hand held sprayer, cloth wipe-on, candle, cartridge, rub-on, scent post application, sprinkle by hand, flea collar
Method and Rate: varies
Timing: as needed
Use Practice Limitations: None

The proposed product will be used a fly repellent to be used on horses. The percent of citronella oil will be 0.75%.

Rationale for Waiver Request: The use patterns addressed in the RED is includes a use that is almost identical the proposed use pattern (horses); however, this is for
indoor uses and the proposed product also includes outdoor uses. Please note that the RED does include some outdoor residential uses. Based on this, we believe that
the RED adequately covers this use pattern,  Thus, according to the RED, the generic product chemistry, ecological effects, toxicology, and environmental fate data
requirements have either been satisfied and/or waiver.

N
w
N

Signature } : Name and Titte: Catherine Rice, Date
Cb’d‘\/(/l,lb" : ﬂ_/ Agent for Espree Animal products, Inc. /“4‘“ O 7

EPA Form 8570-35 {8.97) Blecionte and Paper vessions avaflable. Submit only Paper version . Agency Internal Lise Copy




F a1 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0080
\v’ 401 M Street, S.W.
WASHINGTON, D.C. 20460 3 . o
Paperwork Reductlon Act Notice: The public reparting burden for this collection of information is estimaled to average 0.25 hours per responé-g for;;eg"ivﬁrati'o"rl“- activitiés and 1.25 hours per responae for
refegistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding thelburdén estimiate orany other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2t37), U.S. Environmental‘Frétection-Agertay, 40t M-Street, §.W., Washington, DC 20460,
Do not send the form to this address.
DATA MATRIX FOR ACTIVE INGREDIENT LIRS .
Date  January 4, 2007 EPA Reg. No./File Symbol - 86965~ -~ . - J Page 1 of 2
Applicant's/Registrant’'s Name & Address: Product T —
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray
Ingredient{s): Cedarwood oil {PC code 40505} ]
Guideline Reference Number | Guideline Study Name MRID Number Submitter Status Note
61- Product Identity, Composition, and
62- Analysis
63- Physical/Chemical Pioperties
TOXICOLCGY .
81~1 Acute Oral Toxicity
81-2 Acute Dermal Toxicity
81-3 Acute Inhalation Toxicity
81-4 Primary £ye Irritation
81-5 Primary Dermal Irritation ]
816 Skin Sensitization L :
84-2A Gene Mutation{(Ames Testy | Ay e
84-2B Structural Chromosomal Aberration
84-4 Other Genotoxic Effects
ECCLOGICAL EFFECTS
71-1A Acute Avian Oral ~ Quail/Duck
71-2B Avian Dietary - Quail
72-1A Fish toxicity -~ Bluegill
72-1C Fish Toxicity - Ratnbow Trout
72-2A Invertebrate Toxicity
N ENVIRONMENTAL FATE
J 835.2120/161-1 T Hydrolysis ]
o1
Signature I;’ - - Name and Title: Catherine Rice, Date .
[ U,J'C,/LL_,ULE_ ) ﬂ, Agent for Espree Animals Products, Inc, ;' _.Z/.. D }
£PA Form 8570-35 [3-87) Electronic and Paper versions available Submit only Paper versicn -

Ageney (nternal Use Copy



£2 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OB Mo. 2070-0060
g 401 M Street, S.W.
WASHINGTON, D.C. 20460 B L

Paperwork Reductlon Act Not:ce The public reporting burden for this collec{:on of information :'s estimatled to average 0.25 hours per res.ponsi's for'reéi'&.'trah‘oﬁ actw:tmsandﬂ 35 hours per respanse for

Do not send the form to this address,

DATA MATRIX FOR ACTIVE INGREDIENT e

Date January 4, 2007 EFA Reg. No./File Symbol 86963—“ R | Page 2 of 2
Applicant's/Registrant’'s Name & Address: Product
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray
Ingredient{s): Cedarwood cil {PC code 40505} o
Guideline Reference Number I Guideline Study Name MRID Number Submitler Status | Note
FOOTNOQTES
N
w
(@)
Name and Tille: Catherine Rice, Date . M

I Signature

)
b , , ! 1
) CbeL‘“" fL/ : Agent for Espree Animals Products, Inc. / ,; :

EPA Form 85¥0-35 19-97} Etect-onic and Paper versions available. Submit anly Paper vession. Agency !nlemai Use Copy
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UNITED STATES ENVIRONMENTAIL. PROTECTION AGENCY

401 M Street, SW.
WASHINGTON, D.C, 20460

Form Approved OMB No. 2670-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is esfimated to average 0.25 hours per respene for registratizn activities and 9.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments refjarditig tfe burden dstimate orany other aspect of this collection

of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S, Environmental-Protection Ageiicy, 401 M Street, S.W., Washington, DC 20460,
Do not send the form to this address.

DATA MATRIX FOR ACTIVE INGREDIENT

Date  January 4, 2007 EPA Reg. No./File Symbol. - 668¢3- -~ - = Page 1 of 2
Applicant's/Registrant's Name & Address; Product S .
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray |
Ingredient{s}; Cedarwood 0il (PC code 40505) l
Guideline Reference Number | Guideline Study Name MRID Number | Submitter Status Note -
61- Product Identity, Compasition, and (1)
62- Analysis 42318001 Whitney Corr-Pak (65813) PAY {3)
42101201 Arbor American (65555) oLD
41548503 Boswell R&D (63380) QLD
42362601 P&M Consumer {66099) FAY (4)
42362602 P&M Consumer (66099) PAY (4)
42318002 Whitney Corr-Pak (65813) PAY (3)
63- FPhysical/Chemical Properties - SATISIFIED - {1)
TOXICOLOGY
81-1 Acute Oral Toxicity - - Waiver Request {2)
81-2 Acute Dermal Toxicity - - Waiver Request {2)
81-3 Acute Inhalation Toxicity - “ Waiver Request {2)
81-4 Primary Eye lmritation - - Waiver Request (2)
81-5 Primary Dermal Irritation - - Waiver Request {2}
81-6 Skin Sensitization - - Waiver Request (7
84-2A Gene Mutation (Ames Test) - - Waiver Reques! o
84-2B Structural Chromoesomal Aberration - - Waiver Request (2]~
84-4 Other Genotoxic Effects - - Waiver Request {2)
ECOLQGICAL EFFECTS
71-1A Acute Avian Oral — Guail/Duck - - Waiver Request {2}
71-2B Avian Dietary — Quail - - Waiver Request (2}
72-1A Fish toxicity - Bluegill - Waiver Request {2)
72-1C Fish Toxicity - Rainbow Trout - - Waiver Request (2}
72-2A Invertebrate Toxicity - - Waiver Request {2)
A ENVIRONMENTAL FATE
7 1835.2120/161-1 | Hydrolysis - ] . Waiver Request (2) |

LS

Signature g \
" Yok —h

Name and Title: Catherine Rice,
Agent for Espree Animals Products, Inc.

Date

/-4-07)

EPA Form 8570-35 |9-97) Elsclronic and Papar vetsons avadable  Submit only Paper version,

Agency internal Use Copy



A LUNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
\ v'4 401 M Street, S.W.
WASHINGTOCN, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden Tor this collection of information is estimated to average 0.25 hours per respofise for rajistration activitics and.0.25 hours per response for

reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms, Send comments régarding tite butden Bstiméte of any other aspect of this collection

of information, including suggestions for reducing the burden to: Birector, GPPE Information Management Qivision (2137}, U.S. Environmentar Protectiun Agency, 401 M Street, S.W., Washington, DC 204560,
Do not send the form to this address. o o

DATA MATRIX FOR ACTIVE INGREDIENT

Date  January 4, 2007 EPA Reg. No./File Symbe! - <66933- - - - | Page 2 of 2
Applicant's/Registrant’s Name & Address: Product e o Lo
Espree Animat Products, Inc. PO Box 3650, Grapevine, TX 76051

Aloe Herbal Horse Spray

tngredient(s): Cedarwood cil (PC code 40505}
Guideline Reference Number | Guideline Study Name MRID Number | Submitter I Status Note
FOOTNOTES

1. Per page 20 of the Cedarwood Cil RED, the product chemistry generic data requirements have been satisfied.

2, Per pages 21-22 of the Cedarwoed Oit RED, the ecological effects, toxicology, and environmental fate generic data can be waived.

3. The Data Submitters List (9/30/2008) does not list this company (65813) as a data submitter for cedarwood oil. As a result, no offer to pay letter
has been sent.

4. The Data Submitters List (3/30/2006) does nct list this company (66099) as a data submitter for cedarwood oil. As a result, no offer to pay letter
has been sent.

Cedarwood cil (CAS Reg. No. 800-27-9, OPP chemical code 40505) is covered by the September 1893 Cedarwood Oil RED.
Pages 2-3 of the RED address the use profile:
Type of Pesticides: repellent/feeding depressant; fungicide
Use sites: indoor residential: domestic dwetlings and their contents, pets/animals (presumable cats and degs) and their living and sleeping quarters
Target pets: fleas, moths, mildew
Formulation types registerad:
Ready to use spray — sprayed on animal bedding (0.48%)
Impregnated pet collar tag (0.5%)
Wood blocks (2-8%)

The proposed product wilt be used a fly repellent to be used on horses. The percent of Cedarwood oit will be 6.50%.

Rationate for Waiver Request: The use patterns addressed in the RED are slightly different from the proposed product's use pattern. However, both will be used on
non-humans (pets vs. horses) to repet nuisance insects (fleas and moths vs. flies). Additicnally, the fowest rate covered by the RED is ready to use sprays at 0.48%. in
the concentrated form, Aloe Herbal Horse Spray contains 0.50% cedarwood cil. According to the product’'s use directions, this concentrate is then to be diluted with a
minimum of 4 parts water. Thus, the end use wilt contain 0.129% maximum. Based on this, we believe that the RED adequately protects this use pattern.  Thus,
az:@d‘tng to the RED, the generic product chemistry data requirements have been satisfied and the ecological effects, toxicology, and environmental fate data

regOfements can be waived.
00)
Signature ]ﬂ Name and Tile: Catherine Rice, Date ,
(’Uj{/u}z__/ "A\/ Agent for Espree Animals Products, Inc. /...4,0 7

EPA Form 8570-35 (9-97) Etectrame and Paper versicns avastabla Submic anky Paper vafsion Agsency Internat Use Copy



™ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No, 2070-0060
‘-” 401 M Street, S.W.
WASHINGTON, D.C. 20460 e R L "
Paperwork Reduction Act Notice: The public reporting Burden for (his collection of information is estimated to average .25 hours per fesponie for reg straticn activiaes and 0.25 hours per response for
reregistration and speciai review activities, including time for reading the instructions and completing the necessary forms. Send comments referding tha burden estifnate ¢r any other aspect of this colleclion
of information, including suggestions for reducing the burden lo: Director, OPPE Information Management Division (2137), LS. Environmenlal Protection Agency, 40t M Streel, S.W., Washington, DC 20480.
Do not send he form to this address,
DATA MATRIX FOR ACTIVE INGREDIENT ST 2
Date  January 4, 2007 EPA Reg. No./File Symbol: 66963~ | Page 1of 2
Appiicant's/Registrant's Name & Address: Product
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbal Horse Spray |
Ingredient{s): Eucalyptus OIl (PC code 40503) s |
Guideiine Reference Number | Guideline Study Name MRID Number Subrnitter Status Note
81- Product identity, Composition, and
62- Analysis
83~ Physical/Chemicai Properiies
TOXICOLOGY
81-1 Acute Qral Toxicity
81-2 Acute Dermal Toxicity
81-3 Acute Iphalation Toxicity
81-4 Primary Eye irritation
81-5 Primary Dermal Irriation
B1-6 Skin Sensitization
84-2A Gene Mutation (Ames Test)
84-28 Structural Chromosomal Aberration
84-4 Other Genotexic Effects
152-11 Repeat dose (14-day) |
152-23 Teratogenicity e
ECOLOGICAL EFFECTS
7iA Acute Avian Oral — Quailbuck a
71-2A Avian Dietary — Quail
72-1A Fish toxicity - Bluegill ]
72-1C Fish Toxicity - Rainbow Trout
72-2A Inverteprate Toxicity
ENVIRONMENTAL FATE
181-1 | Hydrolysis | i | q ]
N
w
©
Signature  // ! Name and Title: Catherine Rice, Date , _ i
KMW %_/ Agent for Espree Animals Products, Inc. ,“ -‘§/' 07 i
EPA Form B570-35 |9-97) Electronic and Paper versions available. Submil only Panper version 4

Agency internal Use Copy



o 1 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB No. 2070-0060
‘*’ 401 M Street, S.W.
WASHINGTON, D.C. 20460 .

e e

Paperwork Reduction Act Notice: The public reporiing burden for this coliection of information is estimated to average 0,25 hours per response;for registration/activities gnd 25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regaiding the Durde.t estimate-or dny cther aspect of this collection

of information, including suggestions for reducing the burden to: Director, OPPE information fanagement Division (2137), U.S. Environmental Protection Agency, 40t M Street, S.W., Washington, DC 20460,
Do not send the form to this address.

DATA MATRIX FOR ACTIVE INGREDIENT TEEITTL LT
Date  January 4, 2007 EPA Reg. No./File Symbo! $6§§3ez = | Page 2 of 2
Applicant's/Registrant's Name & Address: Product
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herba! Horse Spray

ingredient(s): Eucalyptus Oil {PC code 40503)

Guidefine Reference Number | Guideline Study Name MRID Number Submitter Status | Note
FOOTNOTES
N
AN
o
Signature / / . Name and Tifle: Catherine Rice, Daie{, '
gmu_.f 9( . Agent for Espree Animals Products, Inc. /- ;f/‘ 07

EPA Form B570-35 19-97) Electronic and Papor versions available Submit onty Paper version. Agency nternal tise Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this cofllection of information is estimated to average 0.25 hiours per responscé for regictrationt activitizs and 0.25 hours per response for

reregistration and special review activities, including time for reading the instructions and compieting the necessary forms. Send comments regérding the burdén estindate or dny other aspect of this collection

of information, including suggeslions for reducing the burden to: Director, OPPE Information Management Oivision {2137), U.S. Environmental Frotection‘Agency, 401 i Street, 5.W., Washington, 0C 204860,
Do not send the form to this address.

DATA MATRIX FOR ACTIVE INGREDIENT

W e .

Date  January 4, 2007 EPA Reg. No./File Symbol -66363<  ~ - - | Page 1 of2
Applicant's/Registrant’s Name & Address: Product VNP B
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 Aloe Herbat Horse Spray
Ingredient(s). Eucalypius Ol {PC code 40503) ,
Guideline Reference Number | Guideling Study Name MRID Number Submitter Status Note S
61- Product identity, Composition, and
62- Analysis
63- Physical/Chemical Properties
TOXICOLOGY
81-1 Acute Oral Toxicity - Waiver Request (1)
81-2 Acute Dermal Toxicity - Waiver Request (1)
81-3 Acute Inhalation Toxicity - Waiver Request (1)
81-4 Primary Eve Irritation - Waiver Request (1)
81-5 Primary Dermal irritation - Waiver Request (1)
81-6 Skin Sensitization - Waiver Request (1)
84-2A Gene Mutation {Ames Test) - Waiver Request (1)
84.-28 Struciural Chromosomal Aberration - Waiver Request {1)
84-4 Other Genotoxic Effects - Waiver Request {1}
162-11 Repeat dose (14-day) - Waiver Request (2)
152-23 Teratogenicity - Waiver Requesl
ECOLOGICAL EFFECTS
71-1A Acute Aviah Oral - Quail/Duck - Waiver Request (1)
71-2A Avian Dietary — Qualil - Waiver Request (1)
72-1A Fish toxicity - Bluegill - Waiver Request (1)
72-1C Fish Toxicity - Rainbow Trout - Waiver Request (1}
72-2A invertebrate Toxicity - Waiver Request {t)
ENVIRONMENTAL FATE
161-1 | Hydrolysis - [ Waiver Request (1)
N
AN
AN
“ Name and Title: Catherine Rice, Date

Signatu?’ fL«bC /Lb[_,ﬁ, . /L

EFa Faom B570-35 (9-97) Elecironic and Paper versons available Svhmil enly Papsar veasion

Agent for Espree Animals Products, Inc.

401

Agency Inlernal Use Copy




o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB Ne. 2070-0060
\" AGT M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reperting burden for this collection of information is estimated to average 0.25 hours per respansa for regstraticn activitée.and C.25 HoLrS per Tesponse for
reregisiration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regardifg ths burdan estirhatz of @ny other aspect of this collection

of infermation, incliding suggestions for reducing the burden to: Director, OPPE Information Macagement Division (2137), L1.S. Environmental Protectior Agency, 401-M-Stieet, S W, Washington, DC 20450.
Do not send the form {¢ this address.

DATA MATRIX FOR ACTIVE INGREDIENT o

Date  January 4, 2007 EPA Reg. No./File Symbol- 33965+« - . [ Page 2 of 2
Applicant's/Registrant's Name & Address: ' N PR
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051

=

Praduct e
Aloe Herbal Horse Spra

ingredient(s). Eucalyptus Oil (PC code 40503)
Guideline Reference Number I Guideline Study Name MRID Number | Submitter Status Note
FOOTNOTES

1. Per pages 63 and 64 of the Flower and Vegetables Gils RED, the ecological effects, toxicology, and environmental fate generic data can be
watved.

2. Waiver requested since the proposed end-use product will be for non-human use.

Eucalyptus oil {CAS Reg. No. 8000-48-4, OPP chemical code 405G3) is covered by the December 1993 Flower and Vegetable Qils RED.
Page 7 of the RED addresses the use profile:
Type of Pesticide: repellent and insect feeding depressant
Use Sites: pets
Target pests: fleas
Formulation types registered: impregnated material (collar)
Method and Rates of application
Equipment - by hand
Method and Rate - up to one ounce per animal
Timing — as needed
Use Practice Limitation: none
Product covered by RED is end-use product at 1.00%.

The proposed product will be used a fly repellent to be used on horses. The percent of Eucalyptus ofl will be 0.378%.

Rationale for Waiver Request: The use pattern addressed in the RED is slightly different from the proposed product’s use pattern. However, both will be used on non-
humans (pets vs. horses) 10 repel nuisance insects (fleas vs. flies). Further the RED covers end-use products rates at 1.00%. In the concentrated form, Aloe Herbal
Horse Spray contains 0.378% eucalyptus oil. According to the product’s use directions, this product is then to be diluted with a minimum of 4 parts water, Thus, the end
use will contain 0.095% maximum. Based on this, we believe that the RED adequately protects this use pattern. Thus, according to the RED, the generic ecological
ef‘Rc)ts, toxicology, and environmental fate data requirements can be waived.

N

N
-

Signature { 4 Name and Title; Catherine Rice, Date
L(-;bLbUL)"" /L Agent for Espree Animals Products, Inc. /- g/_ CJ 7

EPA Form 8570-35 19-97) Electronic and Paper versions availatile Submit only Papes version Agency Internal tise Copy
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ST LOUIS, MO 63122
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WASHINGTON, DC 200046
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EU AT EC

COMPRNT 4
* DATA
EU AT EC

-COMPANY#

*  DATL
EU AT EC
XX

COMPANY#
*  DATA
EU AT EC

COMPANY #
*  DATA
EU AT EC

CHEMICAL

W EF OF
XX

074286
TYPES =
W BF 0T

XX

074331
TYPES *
FW EF QT

074888
TYPES *
FW EF OT

XX

0glasy
TYPES *
FiW EF QT
XX

NAME

EL CAJON, CA 92020

DISEWASHER MAGIC
PO BOX 240
HOCKESSIN, BE 197070640

STERIFX INC.

INTERTECH SCIENCE PARK
1431 DALZELL STREE?T
SHREVEPORT, LA 71103

RESIDENTIAL EXPOSURE JOINT VENTUGRE {REJV)
900 17TH SYTREET, NW, SUITE 300
WASHINGTON, DC 20006

BIOLOGICAL SCOLUTIONS LLC
904 E LIBERTY 5T.
SUMTER, S5C 28153

1,2,3-Propanetricarboxylic acid, 2-hydroxy-, ammonium galt

COMPRNY#
*  DATA
EU AT EC

CHEMICAL

003197
TYPES *
Fi EF OT

XX

NAME

0il of citronella

COMPANY %

*  DATH

U AT EC
XX

COMPANTY#
* DATLH
EU AT EC

AX

COMPANY #
*  DATA
EUG AT EC

COMPBNY#

* DATA

EG AT EC
XX

COMPANY #
*  DATA
EQ AT EC

COMPANY #
*  DATA
EU AT EC

COMPANY#
*  DATA
U AT EC

COMPARY #

030059
TYPES *
FW EF OT

XX

030134
TYPES *
F@ EF OT

XX

go0270
TYPES *
F EF OT
XX

009201
TY¥PES *
W EF OT
.04 bt

065233
TYPES *
FW! EF OT

XX

dee607
TYPES *
FW EF 0T
XX

073878
TYPES *
F4 EF OT

XH KX

074888

SYSTEMS GENERAL, INC.
PO BOX 152170
IRVING, TX 75015

COOPERS ANIMAL REALTH INC
421 EARST HAWLEY 8T
MUNDELEIN, IL &0060

HESS & CLARK IHC
110 HOFKINS DRIVE
RENDOLPHE, Wi 53956

FARNAM COMPANIES INC
PO BOX 34820
PHOENIX, AZ 83087

CAENDLE CORP OF AMERICA
999 EAST TOUHY AVE, SUITE 450
BES PLAINS, IL 64018

PRIMAVERA LABORATORIES, INC
1600 POTOMAC STREET, nNW, 5TH FLOOR
WASHINGTON, DC 23007

SPRAY DRIFT TASK FORCE
1900 K STREET, NW
WRSHINGTOM, DC 20006

GLOBAL CONTAINER GROUP TRADING COMPANY, LLC
1101 17TH $T NW, SUITE 540
WESHINGTON, DC 20034

RESIDENTIAL EXPQSURE JOINT VENTURE {REJV}
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CHEMICAL
022003

CHEMICAL
022101

*  DATR
E AT EC

COMTANY#
*  DATA
EU AT EC

COMEANY#
* DATA
EU AT EC

CHEMICAL
Copal tar

COMPANY#
*  DATA
£y AT EC

CHEMICAL
Cresylic

COMPRNY#
* DATA
EU AT EC

COMPANY #
*  DATA
EU AT EC

COMEANY #
* DATA
EU AT EC

COMEBANY#
*  DATA
EU BT EC

COMEPANY #
=  DATA
EU AT EC

COMPRNY#
*  DATA
EU AT EC

COMPANY#
*  DATA
EU AT EC

COWMPANYSH
*  DATA
EU AT EC

COMPANY#

* DATH

EU AT EC
p:9:4

TYPES =+
FW EF OT
.94

080657
TYPES *
FW EF OT

XX

082868
TYFES *
4 EF OT

p:9:4

NAME

066607
TYPES *
FW EF OT

KX

NAME
acid, coal

000052
TYFES *
FiW EF OT

KX

900059
TYFES *
Fif EF OT

p:9:4

000134
TYFES *
Fil EF OT

p:9:4

000363
TYPES *
Fif EF OT

XX

000475
TYPEE *
F@ EF OF

XX

000551
TYFES *
FW EF OT

b4

0ooga4
TYPES *
g EF 0T
p:9:4

002355
TYFES *
4 EF OT

p:9:4

006035
TYPES *
Fd¥ EF 0T

900 17TH STREET, NW, SUITE 300
WASHINGTON, DC 20006

THE COMPANICN GROUP
30856 ROCKY RCAD
GREELEY, CO 806319375

ROSEMONT VENTURES, INC.
CNE GATEWAY CENTER, SUITE 40%
NEWTONM, MR (2458

SPRAY DRIFT TASK FORCE
1300 K STREET, NW
WASHINGTON, DC 20006

tar acids, coal tar pheaols, or coal tar crescls

WEST CHEMICAL PRODUCTS, INC.
WEST PENETONE CORPORATION
704 GOTHARM PARKWAY
CARLSTADT, NJ 07072

COOPERS ANIMAL HERLTH INC
421 EAST HAWLEY 8T
MUNMDELEIN, IL 60G60

HESS & CLARK INC
110 HOPKINS DRIVE
RANDOLPH, WI 53256

COOPERS CREEK CHEMICAL CORP
W/5 RIVER ROAD
WEST CONSHOHOCKEN, PA 19428

RECKITT BENCKISER INC,
MORRIZ CORPORATE CENTER IV
PO BOX (225

PARSIDPFANY, NJ 07054

CAMERON BRIRD
445 TILDEN RORD
SCITUATE, MA (2066

WHITMOYER LAE INC
1% NORTH RAILROAD ST.
MYERSTOWN, PA 17067

I. SCHNEID
PO BOX 16247
ATLANTA, GA 30321

VINELAND LABORATORIRS
2285 E. LANDIS AVE.
VINELAND, NJ 08360
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CHEMICAL
040503

hhﬁis CHEMICAL

040505

CHEMICRL
040508

* DATRER TYPES *
EU AT EC FW EF OT
0.4 XX

000731
TYPES *
F@W EF OT

X

COMPENY#
* DATE
EU AT EC

COMPRNY#
*  DATA
EG AT EC

004169
TYPES *
FW EF OT

XX

010141
T¥PES *
FW EF OT

XX

COMPENY#
*  DATA
EU AT EC

COMPANY # Jede07
* DATAR TYPE3 *
EU AT EC FW ZF OT

94

CHEMICAL NAME
011 of esucalyptus

COMPENY S
*  DATAE
EU AT EC

bOD305
TYPES *
Fd EF OT
XX

COMPRNY#

*  DATA

EU AT EC
XX

010487
TYPES *
FW EF OF

COMPENY#$
¥ DATA
EU AT EC

D&eesld?
TYPES ~
W EF OFf

AKX

COMPENY#
*  DATR
EU AT EC

074888
TYPES *
W EF OT

AKX

CHEMICARL MEME
Cedatwood oil

010487
TYPES *
Fl EF OT

COMPENY #

*  DATA

By AT EC
XX

CHEMICAL NAME
Cinnamaidehyde

COMPRNY# 041847
* DATR TYPES *
EU AT EC FW EF OT

XX XX XX

COMPANY# 051036

* DATA TYPES *

EU AT EC FW BF OT
XX

COMPANY# 058864
* DARTA TYPES ~

9055 FREEWAY DRIVE
MECEDONIA, OH 44058

3UDBURY LABORATORY INC
& OCTOBER HILL RD.
HOLLISTON, MA 01746

BRORN CHEMICAL INDUSTRIES INC
82 YORK AVE
RANDOLPH, MA (2368

HOLLISTON LABORATORIES INC
440 TOTTEN POND RD
WALTEAM, MA 021534

SPRAY DRIFT TASK FORCE
1900 K 3TREET, HW
WASHINGTON, DC 20006

UNTIED INDUSTRIES CORP.

D/B/n WPC BRANDS, INC.
PO BOX 4406
BRIDGETON, MO 63044

THE DONNELLY COMPANY
6002 TOPEEA DRIVE
TERZENA, CA 91356

3PRAY DRIFT TASK FORCE
1804 K STREET, N
WASHINGTON, DC 20006

JOINT VENTURE
SUITE 30C

RESIDENTIAL EXPOSURD {REJV}
900 17TH STREET, HNW,

WASHINGTICON, DC 24006

THE DONNELLY COMPANY
6002 TOPEKR DRIVE
TARZANR, CA 91358

MOBIL CHEMICAL COMPANY
729 PITTSFORD-PALMYRA RD, TECHNICAL CENTER RT #31

MRCEDON, NY 14502 XL

BRSF 3PARKS LLC
PO BOX 13528
RESEARCHE TRIANGLE PARK, NC 27709

PROGUARD INC
20 BOX 550
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Form Anproved, OMB No. 2070-0060

' 2
\?EPA

UNI: ,,D STATES ENVIRONMENTAL PROTL JON AGENCY

401 M Street, S.W.Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average } hour per response for registration activities
and | hour per response for reregistration and special revisw activities, mcheding time for reading the instruclions and completing the necessary forms. Send cormments
regarding burden estimate or any oiher aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Infonuation
Management Division (2137)), U. 8. Environmental Protection Agency, 401 M Streel, 8. W., Washington, DC 20460. Do nol send the completed form to his address.

SUMMARY OF THE PHYSICAL/CHEMICAL PROPERTIES (PR Notice 98-1)

. PRODUCT NAME:

Aloe Herbal Horse Spray

2.  Reg. No.

66963- (not yet assigned)

3. COMPANY NAME:

Espree Animal Products, Inc.

4, SUBMISSION DATE:
January 4, 2607

5. FIRST SUBMISSION | X]
6. RESUBMISSION [ |

7. PESTICIDE TYPE: Antimicrobial

10. REGISTRATION |X|

8. FORMULATED MANUFACTURING-USE PRODUCT | | or

9. END-USE PRODUCT | X |

1. REREGISTRATION | J

13. PRODUCT MANAGER OR CHEMICAL REVIEW MANAGER #/ NAME (IF KNOWN):
Marshall Swindell, AD Team 33

12, REREG CASE#

I4. GUIDELINE REFERENCE

NO.(GRN)/TITLE

15. VALUE or QUALITATIVE DESRIPTION/METHOD(s) USED
WHERE APPLICABLE AND REFERENCES

I6. MRID or REPORT NO.

Group B, Series 830-Physical and Chemicai Properties (40CFR 158.190)
- 6302  Color Clear, colorless Not yef assigned
- 6303 Physical State Liquid Not yet assigned
- 0304 Qdor Not Required — per PR Notice 93-2
-6314  Oxidation/Reduction Observation Not yet assigned
Chremical Incompatibility Exposure Upon Mixing After 24 hours
System exposure
Powdered Iron No signs of No signs of reaction
reaction
Potassium No signs of No signs of reaction
permanganife reaction
Water No signs of No signs of reaction
reaction
Monocammonium No signs of No signs of reaction
phospate reaction
-6315  Flammability/Flame Not Applicable since Aloe Herbal Horse Spray does nof contain any
Extension combustible liquids,
-6316  Explodability Not Applicable since Aloe Herbal Horse Spray does not contain any
- explosive ingredicnts.
-6317 Storage Stability Waiver requested under 40 CFR [58.155(f). Please refer to Volume
3.
-6319  Miscibility Not Applicable since Aloc Herbal horse Spray s not to be diluted
with petroleum solvents.
-6326  Corrosion This study is currently bemg conducted Wil be submitted on
Characteristics cempletion. L S
-6321 Dielectric Breakdown Not Applicable since Aloe Her.Ja. Ho"sc Sprdy is not for use around
Voltage electrical viilities ; i
- 7600 pH 4.90 (25C) Not yet assigned
-7111 Vicosity 18,266 mm’/s (¢St} @20) - Not yet assigned
-73060 Density/Relative Density/ 0.8435 : : : :
Bulk Density - Not yet assigned

EPA Fonn 8570-36 (07/JAN/1998)

247




Form

Approved, OMB No. 2070-0060

UNI1.oD STATES ENVIRONMENTAL PROTE. I'ION AGENCY

I o Y
”’ E PA 401 M Street, S, W.Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coliection of information is estimated to average I hour per response for registration activities
and ! hour per response for reregisration and special review activities, including time for reading the instructions and compieting the necessary forms. Send commenis
regarding burden estimate or any other aspect of this coliection of information, including suggestions for reducing the burden to: Director, OPPE Information
Management Division {2373, U. 8. Envivonmental Protection Agency, 40t M Street, S.W., Washington, DC 20460. Do not send the completed form 1o his address,

SUMMARY OF THE PHYSICAL/CHEMICAL PROPERTIES (PR Notice 98-1)

I. PRODUCT NAME: 2.  Reg. No.
Aloe Herbal Horse Spray 66963-  (not yet assigned)
3. COMPANY NAME: 4, SUBMISSION DATE:
Espree Animal Products, Inc. January 4, 2007
5. FIRST SUBMISSION { X| 7. PESTICIDE TYPE:  Antimicrobial 10. REGISTRATION | X |
6. RESUBMISSION [ |
8. FORMULATED MANUFACTURING-USE PRODUCT | } or 9. END-USE PRODUCT | X | 11, REREGISTRATION {
t3. PRODUCT MANAGER OR CHEMICAL REVIEW MANAGER #/ NAME (IF KNOWN): 12, REREG CASE #
Marshall Swindell, AD Team 33
14. GUIDELINE REFERENCE 15, VALUE or QUALITATIVE DESRIPTHON/METHOD{s) LISED 16. MRID or REPORT NO.
NO.(GRN)J"TITLE WHERE APPLICABLE AND REFERENCES
Group B, Series 830-Physical and Chemical Properties (40CFR 158.160)
- 6302  Color Clear, coloriess Not yet assigned
- 6303  Physical Stale Liquid Not yet assigned
-6304  QOdor Not Required — per PR Notice 95-2
-6314  Oxigation/Reduction Observation Not yet assignci
Chemicat tncompatibilily Exposure Upon Mixing After 24 hours
System exposure
Powdered Iron No signs of No signs of reaction
reaction
Potassium Neo signs of No signs of reaction
permanganate reaction
Water No signs of No signs of reaction
reaction
Monoammonium No signs of Ne signs of reaction
phospate reaction
- 6315 Flammability/Flame Not Appticable since Atoe Herbal Horse Spray does not contain any
Extension combustible Hquids.,
-63t6  Explodability Not Applicable sinee Aloc Herbal Horse Spray does not contain any
expiosive ingredicnts,
-6317  Storage Stabitity Waiver requested under 40 CFR 158.155(f). Ptease refer to Volume
3.
- 6319  Miscibitity iNot Appiicable since Atoe Herbal horse Spray is not to be dituted
with petrolewm solvents.
- 6320 Corrosion This study is currently being conducted W[]I be submitted on
Characteristics eompletion, 5o X
-6321 Dielectric Breakdown Not Applicable sinee Atoe Her:n House E.p:-'_'zy is not for use around
Voltage etectrical utitities PR
-7000  pH 4,90 (25C} Not yet assigned
- 7111 Vicosity £8.266 mm*/s [cSt) (22-”) o Not yct assigned
- 7300 Density/Reiative Density/ 0.8435 _ : :
Bulk Density - m .-' oL Not yet assigned

EPA Form 8570-36 (0/JAN/E968)
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Form Approved OMB No. 2070006

™ L. .s'ETED STATES ENVIRONMENTAL PROTL .'iON AGENCY
\v" 401 M Street, S.W,
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for
registration activities and 0.25 hours per responge for reregistration and special review activities, including fime for reading the instructions and completing
the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of information, including suggestions for reducing
the burden to: Director, OPPE Information Management Division (2 t37), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460,
Do not send the form {o this address.

Certification with Respect to Citation of Data

Applicants/Registrant’s Name, Address and Telephone Number | EPA Registration Number/ File Symbol
Espree Animal Products, Inc. PO Box 3650, Grapevine, TX 76051 66963- (not yet assigned)
Active Ingredient(s) andfor representative test compound(s); Date

Citronella Oil {PC code 021901), Cedarwood Qi (PC code 40505), Eucalyptus OH
{PC code 40503)

General use pattern{s) (list all those claimed for this product using 40 CFR Part 158) Product Name
Indoor non-food Aloe Herbal Horse Spray

January 4, 2007

NOTE: I your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you
do not need 1o submil this form. You must submit the Formulator's Exemption Statement {EPA Form 8570-27).

[} I'am responding to & Data Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data
Matrix form should be used for this purpose).

SECTION I: METHOD OF DATA SUPPORT (Check ona method only)

[ 1 am using the cite-all method of support, and have included with B | am using the selective method of support (or cite-all option
this form a list of companies sent offers of compensation (the under the selective method), and have included with this form a
Data Matrix form should be used for this purpose). completed list of data requirements (the Data Matrix form must

be used).

SECTION l: GENERAL OFFER TO PAY

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements}]

| hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent reguired hy
FIFRA.
w3

s SECTION Il): CERTIFICATION

| certify that this a’polh,gtgon for registration, this form for reregistration, or this Data Call-In Notice is supported by al! data submitted
or cited in the 399'}{\atlon for registration, the form for reregistration, or this Data Call-ln response. In addition, if cite-all option under the
selective methiod is md|cats;d ||5 Section |, this application is supported by all data in the Agency's files that (1) concern the properties or
effects of this,produst or ar: identical or substantially similar product, or one or more of the ingredients in this product; and (2) is a type of
data that would be réquired to be submitted under the data requirements in effect on the date of approval of this application if the
application sought the initic} rccys.?atlon of a product of identical or similar composition and uses.

| certf’ff-: ?ﬁétffor each exclusive use study cited in support of this registration or reregistration, that | am the original submitter or that
| have obtained the written permissijon of the original submitter to cite that study.

| certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: {a) | am
the original data submitter; (b} | have obtained the written permission of the original data submitter to use this study in support of this
application; (c) all periods of eligibility for compensation have expired for the study; (d) the study is in the public literature; or (g) | have
notified in writing the company that submitted the study and have offered (i) to pay compensation to the extent required by sections
3{e){(1)(F) andfor 3(c}{2)(B) of FIFRA; and (ii) to commence negotiations to determine the amount and terms of compensation, if any, to be
paid for the use of the study.

| certify that in alf instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of
their delivery in accordance with sections 3(c){1)(F) and/or 3{c){2)}{B) of FIFRA are available and will be submitied to the agency upon
reguest. Should | fail to produce such evidence to the Agency upon request, | inderstand that the Agency may initiate action to deny,
cancel or suspend the registration of my product in conformity with FIFRA.

| certify that the statements | have made on this form and all attachments to it are true, accurate and complete. |
acknowledge that any knowingly false or misleading statements may be punishable by fine or imprisonment or both under
applicable law.

Typed or Printed Name and Title

Signgudey . Date v Printe _
Mm ' ﬂ I—C‘—/O’? Catherine Rice, Agent for Espree Animg "

EPA Form 8570-34 {9-97) Etectronic and Paper versions avaitable. Submit only Paper version.




ALOE HERBAL HORSE SPRAY
Fly Repellent

1:5 Concentrate
Repels Flies, Gnats and Mosquitoes
Contains Aloe Vera, Sunscreen and Coat Conditioners
32 Fl oz. (946 ml)

Active Ingredients:

Citronella Qil 0.75%
Cedarwood Oil 0.50%
Eucalyptus Oil 0.378%
Other Ingredients; 08.372%
TOTAL: 100%

KEEP OUT OF REACH OF CHILDREN

CAUTION

See back panel for additional precautionary statements.

EP% Reg. No., 66963-1 EPA Est. No.: 66963-TX-001

FRERE T

ERE R
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Aloe Herbal Horse Spray
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ALOE HERBAL HORSE SPRAY

A gentle, effective blend of natural botanical oils to repel flies, gnats, mosquitoes
and other flying insects on horses. Contains coat conditioners and sunscreen which
promote a healthy coat and protection from the sun. Made with human grade
ingredients, Aloe Herbal Horse Spray provides your horse long lasting protection.

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.
SHAKE CONTIANER BEFORE EACH APPLICATION.
General Directions: Apply in a covered area (i.e., stalls, barn, etc.). Brush coat to remove
excess dirt and dust. For best results apply to a clean horse.
Dilution Directions: To be used in a clean spray container of your choice. Dilute with 5
parts water to 1 part horse spray. For more stubborn cases, dilute 4 parts water to 1 part
horse spray.
Application Directions: Hold spray container 10 to 12 inches from coat for best
application. Apply with cloth to facial area. Do not use on animals intended for human
consumption.

‘s STORAGE AND DISPOSAL
D5 nie¢ contaminate water, food or feed by storage or disposal.

R

PEST 1CIDE; STORAGE: Store only in a cool, dry area inaccessible to children and pets. Keep
container tightlyiclosed when not in use.

ERE I

PE;ST;I‘}CID}?E DNESPOSAL: Wastes resulting from use of this product may be used on site or at an
approved waste disposal facility.

CONTAINER DISPOSAL:

H empty: Do not reuse this container. Place in trash or offer for recycling if available.

If partly filled: Call your local solid waste agency or 800-CLEANUP for disposal instructions.
Never place unused product down any indoor or outdoor drain.

PRECAUTIONARY STATEMENTS
HAZARDS TQO HUMANS AND DOMESTIC ANIMALS
CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact may
cause allergic reactions in some individuals. Avoid contact with eyes, skin or clothing. Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or
using tobacco.

Aloe Herbal Horse Spray Page 2 of 3

December 2008 25 1




ENVIRONMENTAL HAZARDS
For terrestrial uses: Do not apply directly to water, or to areas where surface water is present or
to intertidal areas below the mean high water mark. Do not contaminate water when disposing of
equipment washwater or rinsate.

FIRST AID
Have the product container or label with you when calling a poison control center or doctor, or
going for treatment,

If on skin: » Take off contaminated clothing.
» Rinse skin immediately with plenty of water for 15-20 minutes.
o Call a poison control center or doctor for treatment advice.

If in eyes: e Hold eye open and rinse slowly and gently with water for [5-20 minutes.
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing.
» Call a poison control center or doctor for further treatment advice,

Manufactured By:

Espree Animal Products, Inc.
3250 Stone Myers Parkway
Grapevine, TX 76051
WNW . esplee.com
1-800-328-1317

EIE

P or N a

o oo
@

Aloe Herbal Horse Spray Page30of3

Oecember 2006 2 52




ALOE HERBAL HORSE SPRAY
Fly Repellent

1:5 Concentrate
Repels Flies, Gnats and Mosquitoes
Contains Aloe Vera, Sunscreen and Coat Conditioners
32 Fl oz. (946 ml)

Active Ingredients:

Citronella Qil 0.75%
Cedarwood Oil 0.50%
Eucalyptus Oil 0.378%
Other Ingredients; 98.372%
TOTAL: 100%

KEEP OUT OF REACH OF CHILDREN

CAUTION

See back panel for additional precautionary statements.

B
PR
H

EPA Rég. No. 669631 EPA Est. No.: 66963-TX-001

ERE N PR R OFE

Aloe Herbal Horse Spray Page 1 of 3
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ALOE HERBAL HORSE SPRAY

A gentle, effective blend of natural botanical oils to repel flies, gnats, mosquitoes
and other flying insects on horses. Contains coat conditioners and sunscreen which
promote a healthy coat and protection from the sun, Made with human grade
ingredients, Aloe Herbal Horse Spray provides your horse long lasting protection.

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsisient with its labeling.
SHAKE CONTIANER BEFORE EACH APPLICATION.
General Directions: Apply in a covered area (i.e., stalls, barn, etc.). Brush coat to remove
excess dirt and dust. For best results apply to a clean horse.
Dilution Directions: To be used in a clean spray container of your choice. Dilute with 3
parts water to 1 part horse spray. For more stubborn cases, dilute 4 parts water to 1 part
horse spray.
Application Directions: Hold spray container 10 to 12 inches from coat for best
application. Apply with cloth to facial area. Do not use on animals intended for human
consumption.

. STORAGE AND DISPOSAL
Do 1ot contaminate water, food or feed by storage or disposal.

PESTICIDE STORAGE: Store only in a cool, dry area inaccessible to children and pets. Keep
container tightly:closed when not in use.

PESTICIDE DISPOSAL: Wastes resulting from use of this product may be used on site or at an
approved waste disposal facility.

CONTAINER DISPOSAL:

If empty: Do not reuse this container. Place in trash or offer for recycling if available.

I partly filled: Call your local solid waste agency or 800-CLEANUP for disposal instructions.
Never place unused product down any indoor or outdoor drain.

PRECAUTIONARY STATEMENTS
HAZARDS TQ HUMANS AND DOMESTIC ANIMALS
CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact may
cause allergic reactions in some individuals. Avoid contact with eyes, skin of clothing. Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or
using tobacco.

Alce Herbal Horse Spray Page 2 of 3
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ENVIRONMENTAL HAZARDS
For terrestrial uses: Do not apply directly to water, or to areas where surface water is present or
to intertidal areas below the mean high water mark. Do not contaminate water when disposing of
equipment washwater or ringate,

FIRST AID
Have the product container or label with you when calling a poison control center or doctor, or
going for treatment.

if on skin: » Take off contaminated clothing.
» Rinse skin immediately with plenty of water for 15-20 minutes.
» Call a poison control center or doctor for treatment advice.

If in eyes: » Hold eye open and rinse slowly and gently with water for 15-20 nuinutes.
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing.
e Call a poison control center or doctor for further treatment advice.

Manufactured By:

Espree Animal Products, Inc.
3250 Stone Myers Parkway
Grapevine, TX 76051
WiNw.espree.com
1-800-328-1317

2x oo
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ALOE HERBAL HORSE SPRAY
Fly Repellent

1:5 Concentrate
Repels Flies, Gnats and Mosquitoes
Contains Aloe Vera, Sunscreen and Coat Conditioners
32 Fl oz. (946 ml)

Active Ingredients:

Citronella 01l 0.75%
Cedarwood Oil .50%
Eucalyptus Oil 0.378%
Other Ingredients: 98.372%
TOTAL: 100%

KEEP OUT OF REACH OF CHILDREN

CAUTION

See back panel for additional precautionary statements.

PoroEowa
&

EPA Rég. No. 66963-1 EPA Est. No.: 66963-TX-001

;;;;;;;;
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ALOE HERBAL HORSE SPRAY

A gentle, effective blend of natural botanical oils to repel flies, gnats, mosquitoes
and other flying insects on horses. Contains coat conditioners and sunscreen which
promote a healthy coat and protection from the sun. Made with human grade
ingredients, Aloe Herbal Horse Spray provides your horse long lasting protection.

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.
SHAKE CONTIANER BEFORE EACH APPLICATION.
General Directions: Apply in a covered area (i.e., stalls, barn, etc.}. Brush coat to remove
excess dirt and dust. For best results apply to a clean horse.
Dilution Directions: To be used in a clean spray container of your choice. Dilute with 5
parts water to | part horse spray. For more stubborn cases, dilute 4 parts water to 1 part
horse spray.
Application Directions: Hold spray container 10 to 12 inches from coat for best
application. Apply with cloth to facial area. Do not use on animals intended for human
consumption.

STORAGE AND DISPOSAL
Dé ot contaminate water, food or feed by storage or disposal.

PESTICIDE Q’E”!I?uﬁ'\(}ll Store only in a cool, dry area inaccessible to children and pets. Keep
contamer tlol}tjy*glosed when not in use.

3!‘}3>'}

PESTH,IDF DISPOSAL Wastes resulting from use of this product may be used on site or at an

.....

approvéd wa:,te clL.posal facility.

CGNTAINER DISPOSAL:

If empty: Do not reuse this container. Place in trash or offer for recycling if available.

If partly filled: Call your local solid waste agency or 800-CLEANUP for disposal instructions.
Never place unused product down any indoor or outdoor drain.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact may
cause allergic reactions in some individuals. Avoid contact with eyes, skin or clothing. Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or
using tobacco.
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ENVIRONMENTAL HAZARDS
For terrestrial uses: Do not apply directly to water, or to areas where surface water is present or
to intertidal areas below the mean high water mark. Do not contaminate water when disposing of
equipment washwater or rinsate.

FIRST AID
Have the product container or label with you when calling a poison contrel center or doctor, or
going for treatment.

If on skin: » Take off contaminated clothing.
¢ Rinse skin immediately with plenty of water for 15-20 minutes.
¢ Call a poison control center or doctor for treatment advice,

If in eyes: » Hold eye open and rinse slowly and gently with water for 15-20 minutes.
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing.
e Call a poison control center or doctor for further treatment advice.

Manufactured By:

Espree Animal Products, Inc.
3250 Stone Myers Parkway
Grapevine, TX 76051

WhW. espree. com
1-800-328-1317
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\ FIR ORFIEIAL USE O

CONFIDENTIAL STATEMENT OF FORMULA ENCLOSED

TIIII.

P DATE SUBMITTED BY (.)

SUBMITTED APPLICANT BASIC SUPPLIER

JAN 11 2007

R FORM 9.11
{MARCH 20086}

FILE SYMBO1. éé?@ —

REGISTRATION NO.

Do Not Write Comments,
Formula, or Parts of Formula
on This Envelope

NOTE

it shall be unlawful—for any person to use for his own advantage
or to reveal, other than to the Secretary, or officials or employees of
the United States Department of Agriculture or other Federal agencies,
or to the courts in response to a subpoena, or to physicians, and in
emergencies to pharamacists and other gualified persons, for use in
the preparation of antidotes, in accordance with such directions as
the Secretary may prescribe, any information relative to formutas of
products acquired by authority of Section 4 of the “Federal insecticide,
Fungicide, and Rodenticide Act.”

USBA-ARS




Page  1s not included in this copy.

Pages 260 through 265 are not included 1In this copy.-

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.

A draft product label.

X__ The product confidential statement of formula.
Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page(s) .
The document i1s not responsive to the request.
Proprietary information pertaining to the chemical
composition of an inert ingredient provided by the source
of the ingredient.

Attorney-Client Privilege.

Claimed Confidential by submitter upon submission to the
Agency.

Internal Deliberative Information.

* The information not included is generally considered confidential by product
registrants. If you have any questions, please contact the individual who
prepared the response to your request.






